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Federal Register 
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Wednesday, November 19, 2008 

Title 3— 

The President 

Proclamation 8319 of November 14, 2008 

America Recycles Day, 2008 

By the President of the United States of America 

A Proclamation 

On America Recycles Day, we highlight the importance of recycling as 
a way to safeguard and protect the environment and preserve our precious 
natural resources. 

We live in a country of splendor and beauty, and no matter which State 
each of us calls home, we all have a responsibility to practice good environ-
mental stewardship. It is in our Nation’s best interest that government, 
businesses, community organizations, and individuals work together to con-
serve our natural resources. The Environmental Protection Agency, through 
its Resource Conservation Challenge, is encouraging communities to increase 
recycling collection. Through the Plug-In To eCycling Campaign, we are 
working to make it easier for Americans to donate or safely recycle old 
electronics, including TVs, computers, and cell phones. By recycling we 
can strengthen local economies, reduce greenhouse gases, conserve natural 
resources, and save landfill space. Using our resources wisely, we can make 
our communities more livable and our world a cleaner place for our children 
and grandchildren. 

On this day, we remember our opportunity to preserve the great American 
landscape through recycling. By continuing to work together, we can maintain 
and enjoy the beauty of our land for generations to come. 

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States 
of America, by virtue of the authority vested in me by the Constitution 
and laws of the United States, do hereby proclaim November 15, 2008, 
as America Recycles Day. I call upon the people of the United States to 
observe this day with appropriate programs and activities. 
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IN WITNESS WHEREOF, I have hereunto set my hand this fourteenth day 
of November, in the year of our Lord two thousand eight, and of the 
Independence of the United States of America the two hundred and thirty- 
third. 

[FR Doc. E8–27642 

Filed 11–18–08; 8:45 am] 

Billing code 3195–W9–P 
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DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 1205 

[Docket No. AMS–CN–08–0040; CN–08–002] 

Cotton Board Rules and Regulations: 
Adjusting Supplemental Assessment 
on Imports (2008 Amendments) 

AGENCY: Agricultural Marketing Service, 
USDA. 
ACTION: Final rule. 

SUMMARY: The Agricultural Marketing 
Service (AMS) is amending the Cotton 
Board Rules and Regulations by 
increasing the value assigned to 
imported cotton for calculating 
supplemental assessments collected for 
use by the Cotton Research and 
Promotion Program. An amendment is 
required to adjust the assessments 
collected on imported cotton and the 
cotton content of imported products to 
be the same as those paid on 
domestically produced cotton. In 
addition, AMS is removing Harmonized 
Tariff Schedule (HTS) numbers that 
were absorbed into other HTS categories 
since the last assessment adjustment. 
DATES: Effective Date: December 19, 
2008. 

FOR FURTHER INFORMATION CONTACT: 
Shethir M. Riva, Chief, Research and 
Promotion Staff, Cotton and Tobacco 
Programs, AMS, USDA, Stop 0224, 1400 
Independence Ave., SW., Room 2639–S, 
Washington, DC 20250–0224, telephone 
(202) 720–6603, facsimile (202) 690– 
1718, or e-mail at 
Shethir.Riva@usda.gov. 

SUPPLEMENTARY INFORMATION: 

Executive Order 12866 

This rule has been determined to be 
not significant for the purpose of 
Executive Order 12866; and therefore, 

has not been reviewed by the Office of 
Management and Budget (OMB). 

Executive Order 12988 
This proposed rule has been reviewed 

under Executive Order 12988, Civil 
Justice Reform. It is not intended to 
have retroactive effect. This proposed 
rule would not preempt any state or 
local laws, regulations, or policies, 
unless they present an irreconcilable 
conflict with this rule. 

The Cotton Research and Promotion 
Act (7 U.S.C. 2101–2118) (‘‘Act’’) 
provides that administrative 
proceedings must be exhausted before 
parties may file suit in court. Under 
Section 12 of the Act, any person 
subject to an order may file with the 
Secretary a petition stating that the 
order, any provision of the plan, or any 
obligation imposed in connection with 
the order is not in accordance with law 
and requesting a modification of the 
order or to be exempted therefrom. Such 
person is afforded the opportunity for a 
hearing on the petition. After the 
hearing, the Secretary would rule on the 
petition. The Act provides that the 
District Court of the United States in 
any district in which the person is an 
inhabitant, or has his principal place of 
business, has jurisdiction to review the 
Secretary’s ruling, provided a complaint 
is filed within 20 days from the date of 
the entry of ruling. 

Background 
The Cotton Research and Promotion 

Act Amendments of 1990 enacted by 
Congress under Subtitle G of Title XIX 
of the Food, Agriculture, Conservation, 
and Trade Act of 1990 (Pub. L. 101–624) 
on November 28, 1990, contained two 
provisions that authorized changes in 
the funding procedures for the Cotton 
Research and Promotion Program. 

These provisions are: (1) The 
assessment of imported cotton and 
cotton products; and (2) termination of 
the right of cotton producers to demand 
a refund of assessments. 

This rule increases the value assigned 
to imported cotton in the Cotton Board 
Rules and Regulations (7 CFR 
1205.510(b)(2)). The total value is 
determined by a two-part assessment. 
The first part of the assessment is levied 
on the weight of cotton produced or 
imported at a rate of $1 per bale of 
cotton, which is equivalent to 500 
pounds, or $1 per 226.8 kilograms of 
cotton. The second value is used to 

calculate the supplemental assessments 
on imported cotton and the cotton 
content of imported products. 
Supplemental assessments are levied at 
a rate of five-tenths of one percent of the 
value of domestically produced cotton, 
imported cotton, and the cotton content 
of imported products. The supplement 
assessment is combined with the per 
bale equivalent to determine the total 
value and assessment of the imported 
cotton or cotton-containing products. 

The Cotton Research and Promotion 
Rules and Regulations provide for 
assigning the calendar year weighted 
average price received by U.S. farmers 
for Upland cotton to represent the value 
of imported cotton. This is so that the 
assessment on domestically produced 
cotton and the assessment on imported 
cotton and the cotton content of 
imported products is the same. The 
source for the average price statistic is 
Agricultural Prices, a publication of the 
National Agricultural Statistics Service 
(NASS) of the U.S. Department of 
Agriculture (USDA). Use of the 
weighted average price figure in the 
calculation of supplemental assessments 
on imported cotton and the cotton 
content of imported products will yield 
an assessment that is the same as 
assessments paid on domestically 
produced cotton. 

The current value of imported cotton 
as published in the Federal Register (68 
FR 27898) for the purpose of calculating 
supplemental assessments on imported 
cotton is $0.8267 cents per kilogram. 
Using the Average Weighted Priced 
received by U.S. farmers for Upland 
cotton for the calendar year 2007, the 
new value of imported cotton is $0.9874 
cents per kilogram or $0.1607 cents per 
kilogram more than the previous value. 

An example of the complete 
assessment formula and how the figures 
are obtained is as follows: 

One bale is equal to 500 pounds. 
One kilogram equals 2.2046 pounds. 
One pound equals 0.453597 

kilograms. 

One Dollar Per Bale Assessment 
Converted to Kilograms 

A 500-pound bale equals 226.8 kg. 
(500 × .453597). 

$1 per bale assessment equals 
$0.002000 per pound (1/500) or 
$0.004409 per kg. (1/226.8). 
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Supplemental Assessment of 5/10 of 
One Percent of the Value of the Cotton 
Converted to Kilograms 

The 2007 calendar year weighted 
average price received by producers for 
Upland cotton is $0.496 per pound or 
$1.093 per kg. (0.496 × 2.2046). 

Five tenths of one percent of the 
average price in kg. equals $0.005465 
per kg. (1.093 × .005). 

Total Assessment 

The total assessment per kilogram of 
raw cotton is obtained by adding the $1 
per bale equivalent assessment of 

$0.004409 per kg. and the supplemental 
assessment $0.005465 per kg. which 
equals $0.009874 per kg. 

The current assessment on imported 
cotton is $0.008267 per kilogram of 
imported cotton. The amended 
assessment is $0.009874, an increase of 
$0.001607 per kilogram. This increase 
reflects the increase in the Average 
Weighted Price of Upland Cotton 
Received by U.S. Farmers during the 
period January through December 2007. 

Since the value of cotton is the basis 
of the supplemental assessment 
calculation and the figures shown in the 

right hand column of the Import 
Assessment Table 1205.510(b)(3) are a 
result of such a calculation, the figures 
in this table have been revised. These 
figures indicate the total assessment per 
kilogram due for each HTS numbers 
subject to assessment. 

The U.S. Customs and Border 
Protection informed USDA that several 
numbers listed in the Import 
Assessment Table are no longer used or 
have been combined with other HTS 
numbers. The HTS numbers that have 
been removed from the Import 
Assessment Table are: 

5208530000 6109100005 6203424005 6203424050 6204624040 6205202030 6206303020 
5210120000 6109100009 6203424010 6203424055 6204624045 6205202035 6206303030 
5211210025 6110202065 6203424015 6203424060 6204624050 6205202046 6206303040 
5211210035 6110202075 6203424020 6204624005 6204624055 6205202050 6206303050 
5211210050 6111206040 6203424025 6204624010 6204624060 6205202060 6206303060 
5211290090 6111305040 6203424030 6204624020 6204624065 6205202065 6210405020 
5604900000 6115198010 6203424035 6204624025 6205202015 6205202070 6303110000 
5702991010 6115929000 6203424040 6204624030 6205202020 6205202075 
5702991090 6115936020 6203424045 6204624035 6205202025 6206303010 

A proposed rule was published on 
July 24, 2008, with a comment period of 
July 24 through September 22, 2008 (73 
FR 43166). AMS received one comment 
from a cotton producer association. The 
comment indicated support of the 
proposed amendment stating that it 
would increase the value assigned to 
imported cotton, and that it is important 
that domestically produced and 
imported cotton be assessed equally. 
The comment also indicated support for 
removing the HTS numbers that were 
absorbed into the other HTS categories 
since the last assessment adjustment. 

Regulatory Flexibility Act and 
Paperwork Reduction Act 

In accordance with the Regulatory 
Flexibility Act (RFA) [5 U.S.C. 601– 
612], AMS has examined the economic 
impact of this rule on small entities. The 
purpose of t he RFA is to fit regulatory 
actions to the scale of businesses subject 
to such action so that small businesses 
will not be unduly or disproportionately 
burdened. The Small Business 
Administration defines, in 13 CFR Part 
121, small agricultural producers as 
those having annual receipts of no more 
than $750,000 and small agricultural 
service firms (importers) as having 
receipts of no more than $6,500,000. An 
estimated 13,000 importers are subject 
to the rules and regulations issued 
pursuant to the Cotton Research and 
Promotion Order. Most are considered 
small entities as defined by the Small 
Business Administration. 

This rule would only affect importers 
of cotton and cotton-containing 
products and would raise the 

assessments paid by the importers 
under the Cotton Research and 
Promotion Order. The current 
assessment on imported cotton is 
$0.008267 per kilogram of imported 
cotton. The amended assessment is 
$0.009874, an increase of $0.001607, 
which was calculated based on the 12- 
month average of monthly weighted 
average prices received by U.S. cotton 
farmers. The calculation, and, thus the 
increase, is dictated by the Cotton 
Research and Promotion Rules and 
Regulations, 7 CFR 1205.510. Section 
1205.510, ‘‘Levy of assessments’’, 
indicates that ‘‘the rate of the 
supplemental assessment on imported 
cotton will be the same as that levied on 
cotton produced within the United 
States.’’ In addition, section 1205.510 
provides that the 12-month average of 
monthly weighted average prices 
received by U.S. farmers will be used as 
the value of imported cotton for the 
purpose of levying the supplemental 
assessment on imported cotton. 

Under the Cotton Research and 
Promotion Program, assessments are 
used by the Cotton Board to finance 
research and promotion programs 
designed to increase consumer demand 
for Upland cotton in the United States 
and international markets. In 2007, 
producer assessments totaled $44 
million and importer assessments 
totaled $30.4 million. According to the 
Cotton Board, should the volume of 
cotton products imported into the U.S. 
remain at the same level in 2007, one 
could expect the increased assessment 
to generate approximately $5.9 million. 

Importers with line items appearing 
on U.S. Customs and Border Protection 
documentation with value of the cotton 
contained therein results of an 
assessment of two dollars ($2.00) or less 
will not be subject to assessments. In 
addition, imported cotton and products 
may be exempt from assessment if the 
cotton content of products is U.S. 
produced or cotton other than Upland. 
Importers who import only products 
that are eligible to be labeled as 100 
percent organic under the National 
Organic Program (7 CFR Part 205) and 
who are not a split operation, are 
exempt from payment of assessments. 

AMS previously proposed to amend 
the Cotton Board Rules and Regulations, 
specifically to adjust the total rate of 
assessment per kilogram of imported 
cotton collected under the Cotton 
Research and Promotion Program, on 
January 12, 2005 (70 FR 2034). This 
proposed rule resulted from years of 
consultation with the industry. In the 
proposed rule, the total rate of 
assessment would have been calculated 
by adding together the $1 per bale 
equivalent assessment and the 
supplemental assessment, and adjusting 
the sum to account for the estimated 
amount of U.S. cotton contained in the 
imported textile products by the 
estimated average amount of U.S. cotton 
contained therein. On November 
20,2006, however, AMS withdrew the 
proposed rule (71 FR 67072) based on 
a stakeholder comment questioning the 
data and the calculation of the proposed 
importer supplemental assessment. 
After receiving the comment and other 
available information, the agency did 
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not believe that the proposed rule 
would achieve its intended objectives of 
effectiveness and efficiency. While AMS 
continues to evaluate this issue and 
garner additional stakeholders’ input 
and economic data, AMS is amending 
the Cotton Board Rules and Regulations 
to adjust the importer supplemental 
assessment to be the same as that levied 
on domestic cotton producers. 

The rule does not impose additional 
recordkeeping requirements on 
importers. 

There are no Federal rules that 
duplicate, overlap, or conflict with this 
rule. 

In compliance with Office of 
Management and Budget (OMB) 
regulations (5 CFR Part 1320) which 
implement the Paperwork Reduction 
Act (PRA) (44 U.S.C. Chapter 35) the 
information collection requirements 
contained in the regulation to be 
amended have been previously 
approved by OMB and were assigned 
control number 0581–0093. This rule 
does not result in a change to the 
information collection and 
recordkeeping requirements previously 
approved. 

List of Subjects in 7 CFR Part 1205 

Advertising, Agricultural research, 
Cotton, Marketing agreements, 
Reporting and recordkeeping 
requirements. 

■ For the reasons set forth in the 
preamble 7 CFR Part 1205 is amended 
as follows: 

PART 1205—COTTON RESEARCH 
AND PROMOTION 

■ 1. The authority citation for Part 1205 
continues to read as follows: 

Authority: 7 U.S.C. 2101–2118 and 7 
U.S.C. 7401.’’ 

■ 2. In § 1205.510, paragraph (b)(2) and 
the table in paragraph (b)(3)(ii) are 
revised to read as follows: 

§ 1205.510 Levy of assessments. 

* * * * * 
(b) * * * 
(2) The 12-month average of monthly 

weighted average prices received by 
U.S. farmers will be calculated 
annually. Such weighted average will be 
used as the value of imported cotton for 
the purpose of levying the supplemental 
assessment on imported cotton and will 
be expressed in kilograms. The value of 
imported cotton for the purpose of 
levying this supplemental assessment is 
$0.9874 cents per kilogram. 

(3) * * * 
(ii) * * * 

IMPORT ASSESSMENT TABLE 
[Raw cotton fiber] 

HTS No. Conv. fact. Cents/kg. 

5201000500 .. 0 0.9874 
5201001200 .. 0 0.9874 
5201001400 .. 0 0.9874 
5201001800 .. 0 0.9874 
5201002200 .. 0 0.9874 
5201002400 .. 0 0.9874 
5201002800 .. 0 0.9874 
5201003400 .. 0 0.9874 
5201003800 .. 0 0.9874 
5204110000 .. 1.1111 1.0971 
5204200000 .. 1.1111 1.0971 
5205111000 .. 1.1111 1.0971 
5205112000 .. 1.1111 1.0971 
5205121000 .. 1.1111 1.0971 
5205122000 .. 1.1111 1.0971 
5205131000 .. 1.1111 1.0971 
5205132000 .. 1.1111 1.0971 
5205141000 .. 1.1111 1.0971 
5205210020 .. 1.1111 1.0971 
5205210090 .. 1.1111 1.0971 
5205220020 .. 1.1111 1.0971 
5205220090 .. 1.1111 1.0971 
5205230020 .. 1.1111 1.0971 
5205230090 .. 1.1111 1.0971 
5205240020 .. 1.1111 1.0971 
5205240090 .. 1.1111 1.0971 
5205310000 .. 1.1111 1.0971 
5205320000 .. 1.1111 1.0971 
5205330000 .. 1.1111 1.0971 
5205340000 .. 1.1111 1.0971 
5205410020 .. 1.1111 1.0971 
5205410090 .. 1.1111 1.0971 
5205420020 .. 1.1111 1.0971 
5205420090 .. 1.1111 1.0971 
5205440020 .. 1.1111 1.0971 
5205440090 .. 1.1111 1.0971 
5206120000 .. 0.5556 0.5486 
5206130000 .. 0.5556 0.5486 
5206140000 .. 0.5556 0.5486 
5206220000 .. 0.5556 0.5486 
5206230000 .. 0.5556 0.5486 
5206240000 .. 0.5556 0.5486 
5206310000 .. 0.5556 0.5486 
5207100000 .. 1.1111 1.0971 
5207900000 .. 0.5556 0.5486 
5208112020 .. 1.1455 1.1311 
5208112040 .. 1.1455 1.1311 
5208112090 .. 1.1455 1.1311 
5208114020 .. 1.1455 1.1311 
5208114060 .. 1.1455 1.1311 
5208114090 .. 1.1455 1.1311 
5208118090 .. 1.1455 1.1311 
5208124020 .. 1.1455 1.1311 
5208124040 .. 1.1455 1.1311 
5208124090 .. 1.1455 1.1311 
5208126020 .. 1.1455 1.1311 
5208126040 .. 1.1455 1.1311 
5208126060 .. 1.1455 1.1311 
5208126090 .. 1.1455 1.1311 
5208128020 .. 1.1455 1.1311 
5208128090 .. 1.1455 1.1311 
5208130000 .. 1.1455 1.1311 
5208192020 .. 1.1455 1.1311 
5208192090 .. 1.1455 1.1311 
5208194020 .. 1.1455 1.1311 
5208194090 .. 1.1455 1.1311 
5208196020 .. 1.1455 1.1311 
5208196090 .. 1.1455 1.1311 
5208224040 .. 1.1455 1.1311 
5208224090 .. 1.1455 1.1311 
5208226020 .. 1.1455 1.1311 

IMPORT ASSESSMENT TABLE— 
Continued 

[Raw cotton fiber] 

HTS No. Conv. fact. Cents/kg. 

5208226060 .. 1.1455 1.1311 
5208228020 .. 1.1455 1.1311 
5208230000 .. 1.1455 1.1311 
5208292020 .. 1.1455 1.1311 
5208292090 .. 1.1455 1.1311 
5208294090 .. 1.1455 1.1311 
5208296090 .. 1.1455 1.1311 
5208298020 .. 1.1455 1.1311 
5208312000 .. 1.1455 1.1311 
5208321000 .. 1.1455 1.1311 
5208323020 .. 1.1455 1.1311 
5208323040 .. 1.1455 1.1311 
5208323090 .. 1.1455 1.1311 
5208324020 .. 1.1455 1.1311 
5208324040 .. 1.1455 1.1311 
5208325020 .. 1.1455 1.1311 
5208330000 .. 1.1455 1.1311 
5208392020 .. 1.1455 1.1311 
5208392090 .. 1.1455 1.1311 
5208394090 .. 1.1455 1.1311 
5208396090 .. 1.1455 1.1311 
5208398020 .. 1.1455 1.1311 
5208412000 .. 1.1455 1.1311 
5208416000 .. 1.1455 1.1311 
5208418000 .. 1.1455 1.1311 
5208421000 .. 1.1455 1.1311 
5208423000 .. 1.1455 1.1311 
5208424000 .. 1.1455 1.1311 
5208425000 .. 1.1455 1.1311 
5208430000 .. 1.1455 1.1311 
5208492000 .. 1.1455 1.1311 
5208494020 .. 1.1455 1.1311 
5208494090 .. 1.1455 1.1311 
5208496010 .. 1.1455 1.1311 
5208496090 .. 1.1455 1.1311 
5208498090 .. 1.1455 1.1311 
5208512000 .. 1.1455 1.1311 
5208516060 .. 1.1455 1.1311 
5208518090 .. 1.1455 1.1311 
5208523020 .. 1.1455 1.1311 
5208523045 .. 1.1455 1.1311 
5208523090 .. 1.1455 1.1311 
5208524020 .. 1.1455 1.1311 
5208524045 .. 1.1455 1.1311 
5208524065 .. 1.1455 1.1311 
5208525020 .. 1.1455 1.1311 
5208592025 .. 1.1455 1.1311 
5208592095 .. 1.1455 1.1311 
5208594090 .. 1.1455 1.1311 
5208596090 .. 1.1455 1.1311 
5209110020 .. 1.1455 1.1311 
5209110035 .. 1.1455 1.1311 
5209110090 .. 1.1455 1.1311 
5209120020 .. 1.1455 1.1311 
5209120040 .. 1.1455 1.1311 
5209190020 .. 1.1455 1.1311 
5209190040 .. 1.1455 1.1311 
5209190060 .. 1.1455 1.1311 
5209190090 .. 1.1455 1.1311 
5209210090 .. 1.1455 1.1311 
5209220020 .. 1.1455 1.1311 
5209220040 .. 1.1455 1.1311 
5209290040 .. 1.1455 1.1311 
5209290090 .. 1.1455 1.1311 
5209313000 .. 1.1455 1.1311 
5209316020 .. 1.1455 1.1311 
5209316035 .. 1.1455 1.1311 
5209316050 .. 1.1455 1.1311 
5209316090 .. 1.1455 1.1311 
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IMPORT ASSESSMENT TABLE— 
Continued 

[Raw cotton fiber] 

HTS No. Conv. fact. Cents/kg. 

5209320020 .. 1.1455 1.1311 
5209320040 .. 1.1455 1.1311 
5209390020 .. 1.1455 1.1311 
5209390040 .. 1.1455 1.1311 
5209390060 .. 1.1455 1.1311 
5209390080 .. 1.1455 1.1311 
5209390090 .. 1.1455 1.1311 
5209413000 .. 1.1455 1.1311 
5209416020 .. 1.1455 1.1311 
5209416040 .. 1.1455 1.1311 
5209420020 .. 1.0309 1.0179 
5209420040 .. 1.0309 1.0179 
5209430030 .. 1.1455 1.1311 
5209430050 .. 1.1455 1.1311 
5209490020 .. 1.1455 1.1311 
5209490090 .. 1.1455 1.1311 
5209516035 .. 1.1455 1.1311 
5209516050 .. 1.1455 1.1311 
5209520020 .. 1.1455 1.1311 
5209590025 .. 1.1455 1.1311 
5209590040 .. 1.1455 1.1311 
5209590090 .. 1.1455 1.1311 
5210114020 .. 0.6873 0.6786 
5210114040 .. 0.6873 0.6786 
5210116020 .. 0.6873 0.6786 
5210116040 .. 0.6873 0.6786 
5210116060 .. 0.6873 0.6786 
5210118020 .. 0.6873 0.6786 
5210192090 .. 0.6873 0.6786 
5210214040 .. 0.6873 0.6786 
5210216020 .. 0.6873 0.6786 
5210216060 .. 0.6873 0.6786 
5210218020 .. 0.6873 0.6786 
5210314020 .. 0.6873 0.6786 
5210314040 .. 0.6873 0.6786 
5210316020 .. 0.6873 0.6786 
5210318020 .. 0.6873 0.6786 
5210414000 .. 0.6873 0.6786 
5210416000 .. 0.6873 0.6786 
5210418000 .. 0.6873 0.6786 
5210498090 .. 0.6873 0.6786 
5210514040 .. 0.6873 0.6786 
5210516020 .. 0.6873 0.6786 
5210516040 .. 0.6873 0.6786 
5210516060 .. 0.6873 0.6786 
5211110090 .. 0.6873 0.6786 
5211120020 .. 0.6873 0.6786 
5211190020 .. 0.6873 0.6786 
5211190060 .. 0.6873 0.6786 
5211320020 .. 0.6873 0.6786 
5211390040 .. 0.6873 0.6786 
5211390060 .. 0.6873 0.6786 
5211490020 .. 0.6873 0.6786 
5211490090 .. 0.6873 0.6786 
5211590025 .. 0.6873 0.6786 
5212146090 .. 0.9164 0.9049 
5212156020 .. 0.9164 0.9049 
5212216090 .. 0.9164 0.9049 
5509530030 .. 0.5556 0.5486 
5509530060 .. 0.5556 0.5486 
5513110020 .. 0.4009 0.3958 
5513110040 .. 0.4009 0.3958 
5513110060 .. 0.4009 0.3958 
5513110090 .. 0.4009 0.3958 
5513120000 .. 0.4009 0.3958 
5513130020 .. 0.4009 0.3958 
5513210020 .. 0.4009 0.3958 
5513310000 .. 0.4009 0.3958 
5514120020 .. 0.4009 0.3958 

IMPORT ASSESSMENT TABLE— 
Continued 

[Raw cotton fiber] 

HTS No. Conv. fact. Cents/kg. 

5516420060 .. 0.4009 0.3958 
5516910060 .. 0.4009 0.3958 
5516930090 .. 0.4009 0.3958 
5601210010 .. 1.1455 1.1311 
5601210090 .. 1.1455 1.1311 
5601300000 .. 1.1455 1.1311 
5602109090 .. 0.5727 0.5655 
5602290000 .. 1.1455 1.1311 
5602906000 .. 0.526 0.5194 
5607909000 .. 0.8889 0.8777 
5608901000 .. 1.1111 1.0971 
5608902300 .. 1.1111 1.0971 
5609001000 .. 1.1111 1.0971 
5609004000 .. 0.5556 0.5486 
5701104000 .. 0.0556 0.0549 
5701109000 .. 0.1111 0.1097 
5701901010 .. 1.0444 1.0312 
5702109020 .. 1.1 1.0861 
5702312000 .. 0.0778 0.0768 
5702411000 .. 0.0722 0.0713 
5702412000 .. 0.0778 0.0768 
5702421000 .. 0.0778 0.0768 
5702913000 .. 0.0889 0.0878 
5703900000 .. 0.4489 0.4432 
5801210000 .. 1.1455 1.1311 
5801230000 .. 1.1455 1.1311 
5801250010 .. 1.1455 1.1311 
5801250020 .. 1.1455 1.1311 
5801260020 .. 1.1455 1.1311 
5802190000 .. 1.1455 1.1311 
5802300030 .. 0.5727 0.5655 
5804291000 .. 1.1455 1.1311 
5806200010 .. 0.3534 0.3489 
5806200090 .. 0.3534 0.3489 
5806310000 .. 1.1455 1.1311 
5806400000 .. 0.4296 0.4242 
5808107000 .. 0.5727 0.5655 
5808900010 .. 0.5727 0.5655 
5811002000 .. 1.1455 1.1311 
6001106000 .. 1.1455 1.1311 
6001210000 .. 0.8591 0.8483 
6001220000 .. 0.2864 0.2828 
6001910010 .. 0.8591 0.8483 
6001910020 .. 0.8591 0.8483 
6001920020 .. 0.2864 0.2828 
6001920030 .. 0.2864 0.2828 
6001920040 .. 0.2864 0.2828 
6003203000 .. 0.8681 0.8572 
6003306000 .. 0.2894 0.2858 
6003406000 .. 0.2894 0.2858 
6005210000 .. 0.8681 0.8572 
6005220000 .. 0.8681 0.8572 
6005230000 .. 0.8681 0.8572 
6005240000 .. 0.8681 0.8572 
6005310010 .. 0.2894 0.2858 
6005310080 .. 0.2894 0.2858 
6005320010 .. 0.2894 0.2858 
6005320080 .. 0.2894 0.2858 
6005330010 .. 0.2894 0.2858 
6005330080 .. 0.2894 0.2858 
6005340010 .. 0.2894 0.2858 
6005340080 .. 0.2894 0.2858 
6005410010 .. 0.2894 0.2858 
6005410080 .. 0.2894 0.2858 
6005420010 .. 0.2894 0.2858 
6005420080 .. 0.2894 0.2858 
6005430010 .. 0.2894 0.2858 
6005430080 .. 0.2894 0.2858 
6005440010 .. 0.2894 0.2858 

IMPORT ASSESSMENT TABLE— 
Continued 

[Raw cotton fiber] 

HTS No. Conv. fact. Cents/kg. 

6005440080 .. 0.2894 0.2858 
6006211000 .. 1.1574 1.1428 
6006221000 .. 1.1574 1.1428 
6006231000 .. 1.1574 1.1428 
6006241000 .. 1.1574 1.1428 
6006310040 .. 0.1157 0.1142 
6006310080 .. 0.1157 0.1142 
6006320040 .. 0.1157 0.1142 
6006320080 .. 0.1157 0.1142 
6006330040 .. 0.1157 0.1142 
6006330080 .. 0.1157 0.1142 
6006340040 .. 0.1157 0.1142 
6006340080 .. 0.1157 0.1142 
6006410085 .. 0.1157 0.1142 
6006420085 .. 0.1157 0.1142 
6006430085 .. 0.1157 0.1142 
6006440085 .. 0.1157 0.1142 
6101200010 .. 1.0094 0.9967 
6101200020 .. 1.0094 0.9967 
6102200010 .. 1.0094 0.9967 
6102200020 .. 1.0094 0.9967 
6103421020 .. 0.8806 0.8695 
6103421040 .. 0.8806 0.8695 
6103421050 .. 0.8806 0.8695 
6103421070 .. 0.8806 0.8695 
6103431520 .. 0.2516 0.2484 
6103431540 .. 0.2516 0.2484 
6103431550 .. 0.2516 0.2484 
6103431570 .. 0.2516 0.2484 
6104220040 .. 0.9002 0.8889 
6104220060 .. 0.9002 0.8889 
6104320000 .. 0.9207 0.9091 
6104420010 .. 0.9002 0.8889 
6104420020 .. 0.9002 0.8889 
6104520010 .. 0.9312 0.9195 
6104520020 .. 0.9312 0.9195 
6104622006 .. 0.8806 0.8695 
6104622011 .. 0.8806 0.8695 
6104622016 .. 0.8806 0.8695 
6104622021 .. 0.8806 0.8695 
6104622026 .. 0.8806 0.8695 
6104622028 .. 0.8806 0.8695 
6104622030 .. 0.8806 0.8695 
6104622060 .. 0.8806 0.8695 
6104632006 .. 0.3774 0.3726 
6104632011 .. 0.3774 0.3726 
6104632026 .. 0.3774 0.3726 
6104632028 .. 0.3774 0.3726 
6104632030 .. 0.3774 0.3726 
6104632060 .. 0.3774 0.3726 
6104692030 .. 0.3858 0.3809 
6105100010 .. 0.985 0.9726 
6105100020 .. 0.985 0.9726 
6105100030 .. 0.985 0.9726 
6105202010 .. 0.3078 0.3039 
6105202030 .. 0.3078 0.3039 
6106100010 .. 0.985 0.9726 
6106100020 .. 0.985 0.9726 
6106100030 .. 0.985 0.9726 
6106202010 .. 0.3078 0.3039 
6106202030 .. 0.3078 0.3039 
6107110010 .. 1.1322 1.1179 
6107110020 .. 1.1322 1.1179 
6107120010 .. 0.5032 0.4969 
6107210010 .. 0.8806 0.8695 
6107220015 .. 0.3774 0.3726 
6107220025 .. 0.3774 0.3726 
6107910040 .. 1.2581 1.2422 
6108210010 .. 1.2445 1.2288 
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6108210020 .. 1.2445 1.2288 
6108310010 .. 1.1201 1.1060 
6108310020 .. 1.1201 1.1060 
6108320010 .. 0.2489 0.2458 
6108320015 .. 0.2489 0.2458 
6108320025 .. 0.2489 0.2458 
6108910005 .. 1.2445 1.2288 
6108910015 .. 1.2445 1.2288 
6108910025 .. 1.2445 1.2288 
6108910030 .. 1.2445 1.2288 
6108920030 .. 0.2489 0.2458 
6109100007 .. 0.9956 0.9831 
6109100012 .. 0.9956 0.9831 
6109100014 .. 0.9956 0.9831 
6109100018 .. 0.9956 0.9831 
6109100023 .. 0.9956 0.9831 
6109100027 .. 0.9956 0.9831 
6109100037 .. 0.9956 0.9831 
6109100040 .. 0.9956 0.9831 
6109100045 .. 0.9956 0.9831 
6109100060 .. 0.9956 0.9831 
6109100065 .. 0.9956 0.9831 
6109100070 .. 0.9956 0.9831 
6109901007 .. 0.3111 0.3072 
6109901009 .. 0.3111 0.3072 
6109901049 .. 0.3111 0.3072 
6109901050 .. 0.3111 0.3072 
6109901060 .. 0.3111 0.3072 
6109901065 .. 0.3111 0.3072 
6109901090 .. 0.3111 0.3072 
6110202005 .. 1.1837 1.1688 
6110202010 .. 1.1837 1.1688 
6110202015 .. 1.1837 1.1688 
6110202020 .. 1.1837 1.1688 
6110202025 .. 1.1837 1.1688 
6110202030 .. 1.1837 1.1688 
6110202035 .. 1.1837 1.1688 
6110202040 .. 1.1574 1.1428 
6110202045 .. 1.1574 1.1428 
6110909022 .. 0.263 0.2597 
6110909024 .. 0.263 0.2597 
6110909030 .. 0.3946 0.3896 
6110909040 .. 0.263 0.2597 
6110909042 .. 0.263 0.2597 
6111201000 .. 1.2581 1.2422 
6111202000 .. 1.2581 1.2422 
6111203000 .. 1.0064 0.9937 
6111205000 .. 1.0064 0.9937 
6111206010 .. 1.0064 0.9937 
6111206020 .. 1.0064 0.9937 
6111206030 .. 1.0064 0.9937 
6111305020 .. 0.2516 0.2484 
6112110050 .. 0.7548 0.7453 
6112120010 .. 0.2516 0.2484 
6112120030 .. 0.2516 0.2484 
6112120040 .. 0.2516 0.2484 
6112120050 .. 0.2516 0.2484 
6112120060 .. 0.2516 0.2484 
6112390010 .. 1.1322 1.1179 
6112490010 .. 0.9435 0.9316 
6114200005 .. 0.9002 0.8889 
6114200010 .. 0.9002 0.8889 
6114200015 .. 0.9002 0.8889 
6114200020 .. 1.286 1.2698 
6114200040 .. 0.9002 0.8889 
6114200046 .. 0.9002 0.8889 
6114200052 .. 0.9002 0.8889 
6114200060 .. 0.9002 0.8889 
6114301010 .. 0.2572 0.2540 

IMPORT ASSESSMENT TABLE— 
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6114301020 .. 0.2572 0.2540 
6114303030 .. 0.2572 0.2540 
6116101300 .. 0.3655 0.3609 
6116101720 .. 0.8528 0.8421 
6116926420 .. 1.0965 1.0827 
6116926430 .. 1.2183 1.2029 
6116926440 .. 1.0965 1.0827 
6116928800 .. 1.0965 1.0827 
6117809510 .. 0.9747 0.9624 
6117809540 .. 0.3655 0.3609 
6201121000 .. 0.948 0.9361 
6201122010 .. 0.8953 0.8840 
6201122050 .. 0.6847 0.6761 
6201122060 .. 0.6847 0.6761 
6201134030 .. 0.2633 0.2600 
6201921000 .. 0.9267 0.9150 
6201921500 .. 1.1583 1.1437 
6201922010 .. 1.0296 1.0166 
6201922021 .. 1.2871 1.2709 
6201922031 .. 1.2871 1.2709 
6201922041 .. 1.2871 1.2709 
6201922051 .. 1.0296 1.0166 
6201922061 .. 1.0296 1.0166 
6201931000 .. 0.3089 0.3050 
6201933511 .. 0.2574 0.2542 
6201933521 .. 0.2574 0.2542 
6201999060 .. 0.2574 0.2542 
6202121000 .. 0.9372 0.9254 
6202122010 .. 1.1064 1.0925 
6202122025 .. 1.3017 1.2853 
6202122050 .. 0.8461 0.8354 
6202122060 .. 0.8461 0.8354 
6202134005 .. 0.2664 0.2630 
6202134020 .. 0.333 0.3288 
6202921000 .. 1.0413 1.0282 
6202921500 .. 1.0413 1.0282 
6202922026 .. 1.3017 1.2853 
6202922061 .. 1.0413 1.0282 
6202922071 .. 1.0413 1.0282 
6202931000 .. 0.3124 0.3085 
6202935011 .. 0.2603 0.2570 
6202935021 .. 0.2603 0.2570 
6203122010 .. 0.1302 0.1286 
6203221000 .. 1.3017 1.2853 
6203322010 .. 1.2366 1.2210 
6203322040 .. 1.2366 1.2210 
6203332010 .. 0.1302 0.1286 
6203392010 .. 1.1715 1.1567 
6203399060 .. 0.2603 0.2570 
6203422010 .. 0.9961 0.9835 
6203422025 .. 0.9961 0.9835 
6203422050 .. 0.9961 0.9835 
6203422090 .. 0.9961 0.9835 
6203431500 .. 0.1245 0.1229 
6203434010 .. 0.1232 0.1216 
6203434020 .. 0.1232 0.1216 
6203434030 .. 0.1232 0.1216 
6203434040 .. 0.1232 0.1216 
6203498045 .. 0.249 0.2459 
6204132010 .. 0.1302 0.1286 
6204192000 .. 0.1302 0.1286 
6204198090 .. 0.2603 0.2570 
6204221000 .. 1.3017 1.2853 
6204223030 .. 1.0413 1.0282 
6204223040 .. 1.0413 1.0282 
6204223050 .. 1.0413 1.0282 
6204223060 .. 1.0413 1.0282 
6204223065 .. 1.0413 1.0282 
6204292040 .. 0.3254 0.3213 
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6204322010 .. 1.2366 1.2210 
6204322030 .. 1.0413 1.0282 
6204322040 .. 1.0413 1.0282 
6204423010 .. 1.2728 1.2568 
6204423030 .. 0.9546 0.9426 
6204423040 .. 0.9546 0.9426 
6204423050 .. 0.9546 0.9426 
6204423060 .. 0.9546 0.9426 
6204522010 .. 1.2654 1.2495 
6204522030 .. 1.2654 1.2495 
6204522040 .. 1.2654 1.2495 
6204522070 .. 1.0656 1.0522 
6204522080 .. 1.0656 1.0522 
6204533010 .. 0.2664 0.2630 
6204594060 .. 0.2664 0.2630 
6204622010 .. 0.9961 0.9835 
6204622025 .. 0.9961 0.9835 
6204622050 .. 0.9961 0.9835 
6204633510 .. 0.2546 0.2514 
6204633530 .. 0.2546 0.2514 
6204633532 .. 0.2437 0.2406 
6204633540 .. 0.2437 0.2406 
6204692510 .. 0.249 0.2459 
6204692540 .. 0.2437 0.2406 
6204699044 .. 0.249 0.2459 
6204699046 .. 0.249 0.2459 
6204699050 .. 0.249 0.2459 
6205302010 .. 0.3113 0.3074 
6205302030 .. 0.3113 0.3074 
6205302040 .. 0.3113 0.3074 
6205302050 .. 0.3113 0.3074 
6205302080 .. 0.3113 0.3074 
6206100040 .. 0.1245 0.1229 
6206403010 .. 0.3113 0.3074 
6206403030 .. 0.3113 0.3074 
6206900040 .. 0.249 0.2459 
6207110000 .. 1.0852 1.0715 
6207199010 .. 0.3617 0.3571 
6207210030 .. 1.1085 1.0945 
6207220000 .. 0.3695 0.3648 
6207911000 .. 1.1455 1.1311 
6207913010 .. 1.1455 1.1311 
6207913020 .. 1.1455 1.1311 
6208210010 .. 1.0583 1.0450 
6208210020 .. 1.0583 1.0450 
6208220000 .. 0.1245 0.1229 
6208911010 .. 1.1455 1.1311 
6208911020 .. 1.1455 1.1311 
6208913010 .. 1.1455 1.1311 
6209201000 .. 1.1577 1.1431 
6209203000 .. 0.9749 0.9626 
6209205030 .. 0.9749 0.9626 
6209205035 .. 0.9749 0.9626 
6209205040 .. 1.2186 1.2032 
6209205045 .. 0.9749 0.9626 
6209205050 .. 0.9749 0.9626 
6209303020 .. 0.2463 0.2432 
6209303040 .. 0.2463 0.2432 
6210109010 .. 0.2291 0.2262 
6210403000 .. 0.0391 0.0386 
6211111010 .. 0.1273 0.1257 
6211111020 .. 0.1273 0.1257 
6211118010 .. 1.1455 1.1311 
6211118020 .. 1.1455 1.1311 
6211320007 .. 0.8461 0.8354 
6211320010 .. 1.0413 1.0282 
6211320015 .. 1.0413 1.0282 
6211320030 .. 0.9763 0.9640 
6211320060 .. 0.9763 0.9640 
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6211320070 .. 0.9763 0.9640 
6211330010 .. 0.3254 0.3213 
6211330030 .. 0.3905 0.3856 
6211330035 .. 0.3905 0.3856 
6211330040 .. 0.3905 0.3856 
6211420010 .. 1.0413 1.0282 
6211420020 .. 1.0413 1.0282 
6211420025 .. 1.1715 1.1567 
6211420060 .. 1.0413 1.0282 
6211420070 .. 1.1715 1.1567 
6211430010 .. 0.2603 0.2570 
6211430030 .. 0.2603 0.2570 
6211430040 .. 0.2603 0.2570 
6211430050 .. 0.2603 0.2570 
6211430060 .. 0.2603 0.2570 
6211430066 .. 0.2603 0.2570 
6212105020 .. 0.2412 0.2382 
6212109010 .. 0.9646 0.9524 
6212109020 .. 0.2412 0.2382 
6212200020 .. 0.3014 0.2976 
6212900030 .. 0.1929 0.1905 
6213201000 .. 1.1809 1.1660 
6213202000 .. 1.0628 1.0494 
6213901000 .. 0.4724 0.4664 
6214900010 .. 0.9043 0.8929 
6216000800 .. 0.2351 0.2321 
6216001720 .. 0.6752 0.6667 
6216003800 .. 1.2058 1.1906 
6216004100 .. 1.2058 1.1906 
6217109510 .. 1.0182 1.0054 
6217109530 .. 0.2546 0.2514 
6301300010 .. 0.8766 0.8656 
6301300020 .. 0.8766 0.8656 
6302100005 .. 1.1689 1.1542 
6302100008 .. 1.1689 1.1542 
6302100015 .. 1.1689 1.1542 
6302215010 .. 0.8182 0.8079 
6302215020 .. 0.8182 0.8079 
6302217010 .. 1.1689 1.1542 
6302217020 .. 1.1689 1.1542 
6302217050 .. 1.1689 1.1542 
6302219010 .. 0.8182 0.8079 
6302219020 .. 0.8182 0.8079 
6302219050 .. 0.8182 0.8079 
6302222010 .. 0.4091 0.4039 
6302222020 .. 0.4091 0.4039 
6302313010 .. 0.8182 0.8079 
6302313050 .. 1.1689 1.1542 
6302315050 .. 0.8182 0.8079 
6302317010 .. 1.1689 1.1542 
6302317020 .. 1.1689 1.1542 
6302317040 .. 1.1689 1.1542 
6302317050 .. 1.1689 1.1542 
6302319010 .. 0.8182 0.8079 
6302319040 .. 0.8182 0.8079 
6302319050 .. 0.8182 0.8079 
6302322020 .. 0.4091 0.4039 
6302322040 .. 0.4091 0.4039 
6302402010 .. 0.9935 0.9810 
6302511000 .. 0.5844 0.5770 
6302512000 .. 0.8766 0.8656 
6302513000 .. 0.5844 0.5770 
6302514000 .. 0.8182 0.8079 
6302600010 .. 1.1689 1.1542 
6302600020 .. 1.052 1.0387 
6302600030 .. 1.052 1.0387 
6302910005 .. 1.052 1.0387 
6302910015 .. 1.1689 1.1542 
6302910025 .. 1.052 1.0387 
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6302910035 .. 1.052 1.0387 
6302910045 .. 1.052 1.0387 
6302910050 .. 1.052 1.0387 
6302910060 .. 1.052 1.0387 
6303910010 .. 0.6429 0.6348 
6303910020 .. 0.6429 0.6348 
6304111000 .. 1.0629 1.0495 
6304190500 .. 1.052 1.0387 
6304191000 .. 1.1689 1.1542 
6304191500 .. 0.4091 0.4039 
6304192000 .. 0.4091 0.4039 
6304910020 .. 0.9351 0.9233 
6304920000 .. 0.9351 0.9233 
6505302070 .. 0.3113 0.3074 
6505901540 .. 0.181 0.1787 
6505902060 .. 0.9935 0.9810 
6505902545 .. 0.5844 0.5770 

* * * * * 
Dated: November 13, 2008. 

James E. Link, 
Administrator, Agricultural Marketing 
Service. 
[FR Doc. E8–27397 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–02–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Parts 91 and 105 

[Docket No.: FAA–2005–21829; Amendment 
Nos. 91–305, 105–13] 

RIN 2120–AI85 

Parachute Equipment and Packing 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule. 

SUMMARY: The FAA is amending the 
regulations governing the packing 
interval for certain types of parachutes. 
Currently, the FAA prohibits most 
parachutes from being used or carried 
aboard an aircraft and available for 
emergency use unless they have been 
packed within the previous 120 days. 
New reliability data from the parachute 
industry and other sources indicate that 
the packing interval should be 
increased; therefore, we are lengthening 
the interval from 120 to 180 days. This 
final rule revises the parachute packing 
interval and ensures safe use. 
DATES: This amendment becomes 
effective December 19, 2008. 
FOR FURTHER INFORMATION CONTACT: For 
technical questions concerning this final 
rule, contact Kim Barnette, AFS–350, 
Aircraft Maintenance Division, General 

Aviation and Avionics Branch, AFS– 
350, Federal Aviation Administration, 
800 Independence Avenue, SW., 
Washington, DC 20591; telephone (202) 
493–4922; facsimile (202) 267–5115, e- 
mail kim.a.barnette@faa.gov. 

For legal questions concerning this 
final rule, contact Ed Averman, 
Regulations Division, AGC–210, FAA 
Office of the Chief Counsel, 800 
Independence Avenue, SW., 
Washington, DC 20591; telephone (202) 
267–3147; facsimile (202) 267–7971, e- 
mail ed.averman@faa.gov. 
SUPPLEMENTARY INFORMATION: 

Authority for This Rulemaking 
The FAA’s authority to issue rules on 

aviation safety is found in Title 49 of the 
United States Code. Subtitle I, section 
106 describes the authority of the FAA 
Administrator. Subtitle VII, Aviation 
Programs, describes in more detail the 
scope of the agency’s authority. 

This rulemaking is promulgated 
under the authority described in 
Subtitle VII, part A, subpart iii, section 
44701. Under that section, the FAA is 
charged with promoting safe flight of 
civil aircraft in air commerce by 
prescribing regulations and minimum 
standards in the interest of safety for 
inspecting, servicing, and overhauling 
aircraft, aircraft engines, propellers, and 
appliances. This rule is within the scope 
of that authority because it affects the 
airworthiness of parachutes used for 
airborne emergencies and sport 
applications. 

Background 
The majority of nonmilitary 

parachutes used in the United States are 
either sport parachutes or parachutes 
used for emergency purposes. Nearly all 
sport parachutes are used for skydiving 
and use a ‘‘dual parachute system.’’ 
Dual parachute systems contain a 
‘‘main’’ parachute and a second 
parachute called a ‘‘reserve’’ parachute, 
to be used if the main parachute fails. 
The other commonly used parachute is 
a single-unit emergency parachute, often 
worn in case of emergency when 
operating special aircraft like gliders or 
aerobatic airplanes. 

The FAA issued a rule in 1978 
requiring that all main and most reserve 
parachutes be packed every 120 days. 
Before 1978, the FAA required that all 
parachutes be packed every 60 days. 
The FAA extended the packing interval 
to 120 days because new synthetic 
parachute materials like nylon and 
Dacron were becoming commonplace. 
Parachutists had found the synthetic 
material was just as reliable after being 
packed for 120 days as it was after 60 
days. 
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This rule still required a 60-day 
packing interval for reserve parachutes 
that are composed of any amount of silk, 
pongee, or other natural fiber, or a 
material that is not nylon, rayon, or 
similar synthetic fiber. A similar 
requirement exists for emergency-use 
parachutes. 

Recently acquired data from the U.S. 
military, foreign aviation authorities, 
and parachute industry representatives 
suggest that the current 120-day packing 
interval is too short. Numerous experts 
asserted that modern parachute 
materials last longer when the packing 
interval is longer than 120 days and that 
too-frequent packing shortens the life of 
the materials. Those experts found the 
parachutes’ porosity was affected by 
handling and manipulation of the 
parachute while being packed. 
Therefore, the FAA proposed 180 days 
as a more suitable packing interval for 
modern parachute systems. 

Simula, Inc., a parachute 
manufacturer, and the U.S. Navy 
performed a number of varied tests on 
the repack cycle of Darachute 
parachutes that had been vacuum-sealed 
for over 7 years. Laboratory, 
environmental, dummy and live 
airdrops, and other tests were 
conducted. Results strongly supported 
that the reliability of the vacuum-sealed 
parachute under the tested conditions 
would not decrease after being packed 
for more than 5 years. In the rule at 
hand, we are only extending the repack 
cycle from 120 days to 180 days, which 
is a much shorter interval than 5 years. 
This study supports our view that the 
180-day repack cycle would not 
adversely affect parachutes’ safety. 

The Naval Air Warfare Center 
Weapons Division (NAWCWD), the U.S. 
Navy’s Technical Agent for personnel 
parachuting, supports a longer repack 
cycle than the current 120 days. The 
NAWCWD develops, evaluates, and 
recommends policies regarding 
parachute service and repack cycles for 
the Navy. Currently, the repack interval 
for certain parachutes, all made of 
synthetic fibers, is 182 days for both the 
main and reserve parachutes. NAWCWD 
asserts that none of the Navy’s 
parachuting units have reported ‘‘any 
safety or maintenance problems/issues 
associated with the 182-day repack 
cycle.’’ 

The Parachute Industry Association 
(PIA) conducted a study on frequent 
repacking and its effect on the 
airworthiness or performance of 
parachutes. PIA also considered the 
porosity of fabric in relation to the 
handling of fabric. Evidence showed 
that ‘‘there is no valid safety-related 
justification for continuing with a 120- 

day repack cycle’’ for parachutes. 
Parachutes made with low-porosity 
fabrics showed most ‘‘wear’’ during 
packing, rather than in their actual use 
(i.e., deployment). PIA concluded that 
this ‘‘wear’’ could cause ‘‘degradation of 
[a] parachute’s performance over [a] 
series of repack cycles.’’ Therefore, PIA 
supports the change to a 180-day repack 
cycle. 

The FAA has granted several 
exemptions to foreign individuals who 
participate in parachute events in the 
United States. Those exemptions 
allowed the foreign parachutists to use 
their parachutes even if they had not 
been packed within the previous 120 
days, and many of those foreign 
parachutists’ countries had much longer 
repack intervals. We have relied on each 
parachutist’s compliance with the 
packing interval requirements of the 
aviation authority in each parachutist’s 
own country. No accident-incident 
reports over the past 7 years show 
accidents or incidents attributed to 
material failures of parachutes. 

In this final rule, we are also making 
several minor corrections to 14 CFR 
parts 91 and 105. We are removing the 
reference to ‘‘chair type’’ parachutes in 
§ 91.307 because all parachutes, 
regardless of type, will have the same 
packing interval. We are also making 
two corrections to typographical errors 
we found in § 105.43. We are not 
making any changes to the packing 
interval for parachutes made from 
natural fibers such as silk or pongee. 

Summary of the NPRM 
On May 22, 2007, the FAA published 

notice of proposed rulemaking (NPRM) 
07–12, entitled Parachute Equipment 
and Packing.1 The FAA proposed to 
increase the repack intervals for 
parachutes made of certain materials 
and also to make some minor technical 
corrections to the rules governing 
parachute operations. In the NPRM, we 
invited data from the public that would 
support or challenge our proposal to 
change the current parachute packing 
interval. The public comment period 
closed on August 20, 2007. 

Prior to issuing the NPRM, the FAA 
had concluded it was time to reconsider 
our parachute packing interval 
requirements. The FAA has long had 
systems to collect data about incidents 
related to parachutes and the activity of 
FAA-certificated parachute riggers; 
however, we had not been able to obtain 
any information from our own data 
about the effect of the packing interval 
on modern parachute materials. On July 
8, 2005, PIA petitioned the FAA for an 

exemption from the 120-day packing 
interval, and it provided data that 
suggested a longer interval might be 
warranted (FAA–2005–21829–1). The 
petition stated many foreign countries 
and military organizations were using 
longer packing intervals that did not 
adversely affect safety or parachute 
performance. We used this data to 
support our proposal. 

We have made no changes to the 
proposed regulatory text in this final 
rule. The significant comments we 
received are discussed in the 
‘‘Discussion of the Final Rule’’ section 
below. 

Related Activity 

A separate final rule, entitled 
Parachute Repack Authorization, which 
clarifies the parachute repack authority 
given to certain personnel, is currently 
in development. 

Summary of Comments 

We received 338 comments on this 
rulemaking. Commenters included: 
government authorities, professional 
organizations, businesses, and a 
multitude of individuals, including 
many certificated parachute riggers and 
members of the U.S. military. Most of 
the commenters supported the proposed 
rule; several commenters also had 
suggestions for change, and eight 
commenters expressed explicit 
opposition to the rule. 

The FAA received comments on the 
following general areas of the proposal. 

• Changing the repack interval to 
reflect ‘‘months’’ instead of ‘‘days’’. 

• Significantly increasing the repack 
interval. 

• Allowing manufacturers to 
determine the repack interval. 

• Adding certain conditions or 
additional inspection requirements. 

All comments are discussed more 
fully in the ‘‘Discussion of the Final 
Rule’’ section below. 

Discussion of the Final Rule 

Parachute Packing Interval 

We have revised the parachute 
packing requirements in §§ 91.307 and 
105.43 to increase the packing interval 
from 120 to 180 days. We are also 
removing an unnecessary reference to 
‘‘chair type’’ parachutes in § 91.307 and 
correcting two minor typographical 
errors in § 105.43. These changes affect 
emergency-use parachutes composed 
exclusively of nylon, rayon, or other 
similar synthetic fiber or materials and 
all main and most (those composed 
exclusively of nylon, rayon, or other 
similar synthetic fiber or materials) 
reserve parachutes. 
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We received numerous comments 
regarding the proposed change to the 
repack interval. Some commenters 
suggested that in lieu of 180 days, the 
FAA should adopt a 6-month repack 
interval, and others suggested that the 
interval should be 6 calendar months. 
We viewed these comments as favorable 
since the commenters did not express 
opposition to the rule. The commenters 
merely stated their suggestions without 
providing a rationale for them. The 
FAA, however, considers there to be a 
difference between 180 days, six 
months, and six calendar months. The 
180 days is a fixed period, whereas a 6- 
month period could vary depending on 
the number of days in the 6 months. We 
will retain the 180-day repacking 
interval as proposed. 

Other comments suggested that the 
repack interval should be extended well 
beyond the proposed 180 days, up to a 
period of 365 days, or one calendar year. 
We do not agree that the repack interval 
should be extended beyond what was 
proposed. The parachute industry 
collected and analyzed the technical 
data to support extending the repack 
interval to 180 days and submitted that 
data to the FAA for consideration. The 
FAA concurred with industry’s 
conclusion and issued the NPRM for 
public comment. We did not receive 
sufficient data to support extending the 
repack interval beyond 180 days. 

Four commenters recommended that 
the FAA allow manufacturers to 
determine what the appropriate repack 
interval should be for their respective 
equipment. We disagree. This is a safety 
issue, and we retain responsibility for 
establishing the minimum standards to 
which all aircraft products are inspected 
and maintained. By standardizing the 
repack interval, we alleviate potentially 
unsafe variances in equipment that may 
result if that responsibility is delegated 
to manufacturers. Therefore, that 
responsibility will not be delegated to 
manufacturers. 

One commenter supported the 
extended repack interval proposed in 
the NPRM, but asked that we modify the 
rule to state that 180 days should apply 
only to operations where parachutes are 
required. The commenter further 
suggested that ‘‘if you must outlaw 
safety equipment that isn’t even 
required, then in good conscience you 
might at least make the rule say that the 
parachute is good for one year for flight 
operations where it is not required 
equipment.’’ The FAA finds this 
comment inconsistent with the intent of 
this rule and outside the scope of this 
rulemaking, which is simply to extend 
the repack interval to 180 days. 

Another commenter stated that we 
should increase the repack interval for 
back parachutes to one year, and the 
repack interval for seat type parachutes 
to at least 180 days. The commenter also 
stated that ‘‘the repack interval for silk, 
poplin and other canopies made with 
older materials that are not mildew 
resistant should remain at 120 days.’’ 

We did not propose to increase the 
repack interval of any reserve parachute 
composed of any amount of silk beyond 
the current 60-day repack requirement. 
We note that the commenter incorrectly 
stated the existing repack requirement 
as 120 days for these parachutes. The 
commenter provided no data to support 
extending the repack interval of any 
parachute beyond 180 days. 

A commenter suggested that a 
mandatory rigger inspection of the 
entire parachute system should be 
implemented. The commenter stated: 
‘‘This way the riggers still have 
something to do with their time and can 
charge more for the service.’’ We note 
that adding inspection and maintenance 
requirements is beyond the narrow 
focus of this rulemaking, which is 
intended only to amend the repack 
interval. 

Another commenter stated that this 
rule should also apply to the main 
parachute of a dual harness/dual 
parachute (tandem) system and that 
‘‘the 180 day requirement should be 
applied to such systems to give at least 
the same level of control as single 
harness/dual parachute systems.’’ 
Although this comment may have some 
merit, it too is beyond the narrow scope 
of this rulemaking, which addresses 
only single harness, dual parachute 
systems. The FAA will consider this 
issue for possible inclusion into future 
rulemaking. 

Several commenters suggested that 
additional text should be added to the 
rule language to state that if a parachute 
has been immersed in water or is 
‘‘suspected to be wet,’’ or if the 
parachute was exposed to intense heat 
(fire) or other abnormal conditions as 
defined by the manufacturer (either of 
the noted conditions would have a 
significant effect on the safety of the 
parachute), then the parachute must be 
inspected and repacked by a certificated 
parachute rigger. We note that jumpers 
are already responsible for maintaining 
their equipment between packing 
intervals, just as any other parachute 
owner. To include specific maintenance 
requirements is not within the scope of 
this rulemaking. 

One commenter supported the rule as 
proposed, but suggested that the 
Department of Transportation or the 
FAA should contact the U.S. Army 

Quartermaster Center at Fort Lee, VA— 
the Department of Defense authority for 
parachute rigging—to get an official 
position on this issue. We agree and 
have already reviewed and considered 
pertinent data from the U.S. Army and 
U.S. Navy. 

Two commenters, both master 
parachute riggers from ‘‘The Parachute 
Shop,’’ expressed total opposition to the 
proposed rule change, citing the ‘‘low 
experience levels’’ of many jumpers and 
riggers due to ‘‘inadequate training.’’ 
Additionally, the commenters expressed 
concern that the proposed extension of 
repack intervals will exacerbate this 
condition by providing fewer 
opportunities for training and 
experience. Although there is no FAA 
involvement in the training curriculum 
for parachute jumping or rigging, we 
have no data to support the assertion of 
‘‘inadequate training’’ or evidence of 
unacceptable safety risks within the 
parachuting community. The narrow 
scope of this rulemaking does not 
contemplate placing controls or training 
requirements on school curricula. 
Further, a student’s parachute must be 
packed by a certificated rigger or a 
person under the direct supervision of 
a certificated rigger to ensure that safety 
of the rented parachute is not 
compromised. We are also providing 
clarification to any ‘‘experience level’’ 
concerns in a different rulemaking that 
clearly defines who can perform certain 
parachute repack functions. 

A commenter expressed opposition to 
any extension beyond the current 120- 
day interval, as he believes that 
environments associated with 
conditions of ‘‘high humidity’’ might 
not have been given due consideration 
as a part of this rulemaking effort. We 
disagree. The data submitted and 
considered by the FAA in support of the 
increase in repack intervals represents 
operations in all atmospheric 
conditions, including conditions of high 
humidity. 

Another commenter, a skydiving 
instructor, is opposed to the proposed 
rule and cited several concerns. The 
commenter stated that the 120-day 
repack requirement affords a certificated 
parachute rigger the opportunity to 
complete an inspection of the entire 
parachute system. This includes 
components considered ‘‘heavy wear 
items,’’ such as automatic activation 
devices. The commenter stated that 
‘‘extending the repack cycle will reduce 
how often these elements are 
inspected.’’ The commenter further 
suggested that cost savings to users may 
be receiving greater attention than safety 
in this rulemaking effort. We disagree. 
The parachute industry collected and 
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analyzed the technical data to support 
extending the repack interval to 180 
days and submitted the data to the FAA 
for consideration. After evaluating the 
technical data, we concurred with 
industry’s conclusion and have 
determined that there will be no 
reduction in safety by extending the 
repack interval to 180 days. 

Two commenters, both master 
parachute riggers, oppose the proposed 
rule and cited potential problems that 
were averted due to timeliness of the 
current 120-day inspection interval. The 
commenters suggested that any 
extension to the repack interval could 
have an adverse effect on safety. 
However, the commenters merely stated 
that there had been ‘‘averted problems’’ 
but produced no supporting data to 
substantiate their claim of a relationship 
between any ‘‘averted problems’’ and 
the current 120-day repack interval. 

A commenter stated concerns about 
the handling of rental equipment and 
student equipment. However, the 
commenter submitted no data to 
support this position. We find the 
commenter’s concerns regarding rental 
and student equipment unwarranted. 
Students are instructed that their 
parachutes must be packed each time by 
a certificated rigger or a person under 
the direct supervision of a certificated 
rigger to ensure that the safety of 
parachutes is not compromised. Each 
time a parachute is packed, any safety 
concerns of the harness, container, and 
canopy should be detected and 
addressed by the certificated rigger. 

One commenter, a senior parachute 
rigger, offered several reasons why he is 
opposed to the rule. The commenter 
suggested that the momentum for this 
rule was produced by the Parachute 
Industry Association (PIA), and he 
implied that the FAA and some in 
industry have simply chosen to follow 
PIA’s lead. The commenter further 
suggested that the United States is 
departing from higher standards and 
simply reacting to changes implemented 
by other countries, and he alleged that 
there are many riggers and jumpers with 
insufficient experience and/or 
knowledge of parachute operations. 

The commenter also asserted that the 
120-day repack requirement affords a 
certificated parachute rigger the 
opportunity to complete an inspection 
of the entire parachute system and to 
include items such as automatic 
activation devices, which the 
commenter stated are prone to battery 
leakages. The commenter further stated 
that ‘‘extending the repack cycle will 
reduce the inspection of these 
uncertified safety-critical devices.’’ 
Lastly, the commenter suggested that 

should the FAA proceed with the 
proposed rulemaking, consideration 
should be given to a distinction between 
requirements for private use versus 
rented/commercial use equipment. In 
addition, one commenter suggested that 
the FAA was arbitrary in selecting a 
180-day interval for parachute repacking 
and that risks versus net safety benefits 
might not have been given due 
consideration in the process. Another 
commenter also stated the current 120- 
day interval should stand unchanged. 
That commenter further stated that the 
concerns are not with a reserve opening 
issue, but rather with components such 
as ‘‘the harness and container and 
canopy.’’ 

We disagree with the commenters’ 
assessments. The parachute industry 
collected and analyzed the technical 
data to support extending the repack 
interval to 180 days and submitted that 
data to the FAA for consideration. The 
FAA concurred with industry’s 
conclusion, which is also supported by 
U.S. military data. Our analysis of 
available data and consideration of 
comments received led us to conclude 
that extending the repack interval to 180 
days would not adversely affect safety. 
Actually, we are enhancing safety by 
alleviating the adverse effects handling 
has on the porosity of parachutes. 

Paperwork Reduction Act 
The Paperwork Reduction Act of 1995 

(44 U.S.C. 3507(d)) requires that the 
FAA consider the impact of paperwork 
and other information collection 
burdens imposed on the public. We 
have determined that there is no current 
or new requirement for information 
collection associated with this 
amendment. 

International Compatibility 
In keeping with U.S. obligations 

under the Convention on International 
Civil Aviation, it is FAA policy to 
comply with International Civil 
Aviation Organization (ICAO) Standards 
and Recommended Practices to the 
maximum extent practicable. The FAA 
has determined that there are no ICAO 
Standards and Recommended Practices 
that correspond to these regulations. 

Regulatory Evaluation, Regulatory 
Flexibility Determination, International 
Trade Impact Assessment, and 
Unfunded Mandates Assessment 

Changes to Federal regulations must 
undergo several economic analyses. 
First, Executive Order 12866 directs that 
each Federal agency shall propose or 
adopt a regulation only upon a reasoned 
determination that the benefits of the 
intended regulation justify its costs. 

Second, the Regulatory Flexibility Act 
of 1980 (Pub. L. 96–354) requires 
agencies to analyze the economic 
impact of regulatory changes on small 
entities. Third, the Trade Agreements 
Act (Pub. L. 96–39) prohibits agencies 
from setting standards that create 
unnecessary obstacles to the foreign 
commerce of the United States. In 
developing U.S. standards, this Trade 
Act requires agencies to consider 
international standards and, where 
appropriate, that they be the basis of 
U.S. standards. Fourth, the Unfunded 
Mandates Reform Act of 1995 (Pub. L. 
104–4) requires agencies to prepare a 
written assessment of the costs, benefits, 
and other effects of proposed or final 
rules that include a Federal mandate 
likely to result in the expenditure by 
State, local, or tribal governments, in the 
aggregate, or by the private sector, of 
$100 million or more annually (adjusted 
for inflation with base year of 1995). 
This portion of the preamble 
summarizes the FAA’s analysis of the 
economic impacts of this final rule. We 
suggest readers seeking greater detail 
read the regulatory evaluation, a copy of 
which we have placed in the docket for 
this rulemaking. 

This final rule will result in no 
quantifiable costs, although there may 
be some minor loss of revenue to 
parachute riggers. Also, we believe that 
extending the packing requirement from 
120 days to 180 days would not degrade 
the current level of safety afforded to 
parachutists, and the level of safety in 
an emergency situation may increase 
because the parachutes would not be 
handled as often. Repacking parachutes 
may cause some degradation in the 
strength of the parachute material. 

The FAA has, therefore, determined 
that this final rule is not a ‘‘significant 
regulatory action’’ as defined in section 
3(f) of Executive Order 12866, and is not 
‘‘significant’’ as defined in DOT’s 
Regulatory Policies and Procedures. 

Regulatory Flexibility Determination 
The Regulatory Flexibility Act of 1980 

(Pub. L. 96–354) (RFA) establishes ‘‘as a 
principle of regulatory issuance that 
agencies shall endeavor, consistent with 
the objectives of the rule and of 
applicable statutes, to fit regulatory and 
informational requirements to the scale 
of the businesses, organizations, and 
governmental jurisdictions subject to 
regulation. To achieve this principle, 
agencies are required to solicit and 
consider flexible regulatory proposals 
and to explain the rationale for their 
actions to assure that such proposals are 
given serious consideration.’’ The RFA 
covers a wide range of small entities, 
including small businesses, not-for- 
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profit organizations, and small 
governmental jurisdictions. 

Agencies must perform a review to 
determine whether a rule will have a 
significant economic impact on a 
substantial number of small entities. If 
the agency determines that it will, the 
agency must prepare a regulatory 
flexibility analysis as described in the 
RFA. 

However, if an agency determines that 
a rule is not expected to have a 
significant economic impact on a 
substantial number of small entities, 
section 605(b) of the RFA provides that 
the head of the agency may so certify 
and a regulatory flexibility analysis is 
not required. The certification must 
include a statement providing the 
factual basis for this determination, and 
the reasoning should be clear. 

This rulemaking will result in some 
minor cost savings to parachutists. We 
consider parachutists to be individuals 
who are not subject to RFA. This final 
rule does not impose costs on any small 
entities; it may however, result in some 
minor loss of revenue to parachute 
riggers. Therefore, as the Acting FAA 
Administrator, I certify that this rule 
will not have a significant economic 
impact on a substantial number of small 
entities. 

International Trade Impact Assessment 
The Trade Agreements Act of 1979 

(Pub. L. 96–39) prohibits Federal 
agencies from establishing any 
standards or engaging in related 
activities that create unnecessary 
obstacles to the foreign commerce of the 
United States. Legitimate domestic 
objectives, such as safety, are not 
considered unnecessary obstacles. The 
statute also requires consideration of 
international standards and, where 
appropriate, that they be the basis for 
U.S. standards. The FAA has assessed 
the potential effect of this final rule and 
has determined that it will have only a 
domestic impact and therefore no effect 
on international trade. 

Unfunded Mandates Assessment 
Title II of the Unfunded Mandates 

Reform Act of 1995 (Pub. L. 104–4) 
requires each Federal agency to prepare 
a written statement assessing the effects 
of any Federal mandate in a proposed or 
final agency rule that may result in an 
expenditure of $100 million or more 
(adjusted annually for inflation with the 
base year 1995) in any one year by State, 
local, and tribal governments, in the 
aggregate, or by the private sector; such 
a mandate is deemed to be a ‘‘significant 
regulatory action.’’ The value equivalent 
of $100 million in CY 1995, adjusted for 
inflation to CY 2007 levels by the 

Consumer Price Index for All Urban 
Consumers (CPI–U) as published by the 
Bureau of Labor Statistics, is $136.1 
million. This final rule does not contain 
such a mandate. 

Executive Order 13132, Federalism 

The FAA has analyzed this final rule 
under the principles and criteria of 
Executive Order 13132, Federalism. We 
determined that this action will not 
have a substantial direct effect on the 
States, or the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government, and, therefore, 
does not have federalism implications. 

Environmental Analysis 

FAA Order 1050.1E identifies FAA 
actions that are categorically excluded 
from preparation of an environmental 
assessment or environmental impact 
statement under the National 
Environmental Policy Act in the 
absence of extraordinary circumstances. 
The FAA has determined this final 
rulemaking action qualifies for the 
categorical exclusion identified in 
paragraph 312 and involves no 
extraordinary circumstances. 

Regulations That Significantly Affect 
Energy Supply, Distribution, or Use 

The FAA has analyzed this final rule 
under Executive Order 13211, Actions 
Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use (May 18, 2001). We 
have determined that it is not a 
‘‘significant energy action’’ under the 
executive order because it is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866, and it is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. 

Availability of Rulemaking Documents 

You may obtain an electronic copy of 
rulemaking documents using the 
Internet by— 

1. Searching the Federal eRulemaking 
Portal (http://www.regulations.gov); 

2. Visiting the FAA’s Regulations and 
Policies Web page at http:// 
www.faa.gov/regulations_policies/; or 

3. Accessing the Government Printing 
Office’s Web page at http:// 
www.gpoaccess.gov/fr/index.html. 

You may also obtain a copy by 
sending a request to the Federal 
Aviation Administration, Office of 
Rulemaking, ARM–1, 800 Independence 
Avenue, SW., Washington, DC 20591, or 
by calling (202) 267–9680. Make sure to 
identify the amendment number or 
docket number of this rulemaking. 

Anyone is able to search the 
electronic form of all comments 
received into any of our dockets by the 
name of the individual submitting the 
comment (or signing the comment, if 
submitted on behalf of an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
statement in the Federal Register 
published on April 11, 2000 (Volume 
65, Number 70; Pages 19477–78) or you 
may visit or you may visit http:// 
www.regulations.gov. 

Small Business Regulatory Enforcement 
Fairness Act 

The Small Business Regulatory 
Enforcement Fairness Act (SBREFA) of 
1996 requires FAA to comply with 
small entity requests for information or 
advice about compliance with statutes 
and regulations within its jurisdiction. If 
you are a small entity and you have a 
question regarding this document, you 
may contact your local FAA official, or 
the person listed under the FOR FURTHER 
INFORMATION CONTACT heading at the 
beginning of the preamble. You can find 
out more about SBREFA on the Internet 
at http://www.faa.gov/ 
regulations_policies/rulemaking/ 
sbre_act/. 

List of Subjects in 14 CFR Parts 91 and 
105 

Aviation safety. 

The Amendment 

■ In consideration of the foregoing, the 
Federal Aviation Administration 
amends Chapter I of Title 14, Code of 
Federal Regulations, as follows: 

PART 91—GENERAL OPERATING AND 
FLIGHT RULES 

■ 1. The authority citation for part 91 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 1155, 40103, 
40113, 40120, 44101, 44111, 44701, 44709, 
44711, 44712, 44715, 44716, 44717, 44722, 
46306, 46315, 46316, 46504, 46506–46507, 
47122, 47508, 47528–47531, articles 12 and 
29 of the Convention on International Civil 
Aviation (61 stat. 1180). 

■ 2. Amend § 91.307 by revising 
paragraph (a) to read as follows: 

§ 91.307 Parachutes and parachuting. 
(a) No pilot of a civil aircraft may 

allow a parachute that is available for 
emergency use to be carried in that 
aircraft unless it is an approved type 
and has been packed by a certificated 
and appropriately rated parachute 
rigger— 

(1) Within the preceding 180 days, if 
its canopy, shrouds, and harness are 
composed exclusively of nylon, rayon, 
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1 17 CFR 200.30–18: Delegation of Authority to 
Director of the Office of Compliance Inspections 
and Examinations. 

2 17 CFR 200.30–7: Delegation of Authority to 
Secretary of the Commission. 

3 See 17 CFR 200.30–11: Delegation of Authority 
to Associate Executive Director of the Office of 
Filings and Information Services. 

4 17 CFR 200.30–18. 
5 17 CFR 200.30–7. 
6 17 CFR 200.30–11: Delegation of Authority to 

Associate Executive Director of the Office of Filings 
and Information Services. 

7 See 17 CFR 200.30–11(a)–(b). 
8 See 17 CFR 200.30–11(c). 
9 See 17 CFR 200.30–11(e). 
10 5 U.S.C. 533. 
11 5 U.S.C. 804. 

or other similar synthetic fiber or 
materials that are substantially resistant 
to damage from mold, mildew, or other 
fungi and other rotting agents 
propagated in a moist environment; or 

(2) Within the preceding 60 days, if 
any part of the parachute is composed 
of silk, pongee, or other natural fiber or 
materials not specified in paragraph 
(a)(1) of this section. 
* * * * * 

PART 105—PARACHUTE 
OPERATIONS 

■ 3. The authority citation for part 105 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113–40114, 
44701–44702, 44721. 
■ 4. Amend § 105.43 by revising 
paragraph (a) and (b)(1) to read as 
follows: 

§ 105.43 Use of single-harness, dual- 
parachute systems. 
* * * * * 

(a) The main parachute must have 
been packed within 180 days before the 
date of its use by a certificated 
parachute rigger, the person making the 
next jump with that parachute, or a non- 
certificated person under the direct 
supervision of a certificated parachute 
rigger. 

(b) * * * 
(1) Within 180 days before the date of 

its use, if its canopy, shroud, and 
harness are composed exclusively of 
nylon, rayon, or similar synthetic fiber 
or material that is substantially resistant 
to damage from mold, mildew, and 
other fungi, and other rotting agents 
propagated in a moist environment; or 
* * * * * 

Issued in Washington, DC, on November 6, 
2008. 
Robert A. Sturgell, 
Acting Administrator. 
[FR Doc. E8–27459 Filed 11–18–08; 8:45 am] 
BILLING CODE 4910–13–P 

SECURITIES AND EXCHANGE 
COMMISSION 

17 CFR Part 200 

[Release No. 34–58938] 

Delegation of Authority to the Director 
of the Office of Compliance 
Inspections and Examinations and the 
Secretary of the Commission 

AGENCY: Securities and Exchange 
Commission. 
ACTION: Final rule. 

SUMMARY: The Securities and Exchange 
Commission (‘‘Commission’’) is 

amending Rules 30–18 1 and 30–7 2 to 
delegate to the Director of the Office of 
Compliance Inspections and 
Examinations (‘‘OCIE’’) and the 
Secretary of the Commission, 
respectively, functions currently 
delegated to the Associate Executive 
Director of the Office of Filings and 
Information Services (‘‘OFIS’’). This re- 
delegation reflects the transfer to OCIE 
and the Office of the Secretary of 
functions previously performed by 
OFIS, which was fully dissolved in May 
2007. The Commission is delegating to 
the Director of OCIE functions relating 
to, among other things, the granting and 
cancellation of the registrations of 
brokers, dealers, municipal securities 
dealers, government securities brokers 
or government securities dealers for 
which the Commission is the 
appropriate regulatory agency, transfer 
agents, and investment advisers. The 
Commission is delegating to the 
Secretary of the Commission the 
function of authenticating all 
Commission documents produced for 
administrative and judicial proceedings. 

DATES: Effective Date: November 19, 
2008. 

FOR FURTHER INFORMATION CONTACT: For 
information regarding the delegation of 
authority to the Director of OCIE, 
contact John Walsh, Associate 
Director—Chief Counsel, at (202) 551– 
6460, or Nancy Hansbrough, Assistant 
Chief Counsel, at (202) 551–6475. For 
information regarding the delegation of 
authority to the Secretary of the 
Commission, contact Florence Harmon, 
Acting Secretary, at (202) 551–5604. 

SUPPLEMENTARY INFORMATION: 

I. Discussion 

The advent of the Commission’s 
Electronic Data Gathering and Retrieval 
(‘‘EDGAR’’) system in the 1980s 
diminished the need for the processing 
of paper filings (formerly the primary 
function of OFIS and its predecessor 
offices) and, as a result, the number of 
staff to handle the filings. In recognition 
of this diminished need, OFIS was 
dissolved fully in May 2007, with its 
functions allocated among other 
divisions and offices within the 
Commission in order to achieve greater 
efficiencies. Certain of these functions 
are now performed by OCIE and the 

Office of the Secretary of the 
Commission.3 

The Commission today is amending 
Rule 30–18 4 and Rule 30–7,5 which 
specify the functions delegated to the 
Director of OCIE and the Secretary of 
the Commission, respectively, to 
include functions currently delegated to 
the Associate Executive Director of OFIS 
in Rule 30–11.6 The functions that are 
being delegated to the Director of OCIE 
include, among other things, the 
granting and cancellation of the 
registrations of brokers, dealers, 
municipal securities dealers, transfer 
agents, investment advisers, and 
government securities brokers or 
government securities dealers for which 
the Commission is the appropriate 
regulatory agency.7 They also include 
the functions of notifying a broker or 
dealer that has failed to comply with 
certain requirements of the Securities 
Investor Protection Act of 1970 that it is 
unlawful to engage in business as a 
broker or dealer, and of authorizing a 
broker or dealer to resume business 
upon compliance.8 The function that is 
being delegated to the Secretary of the 
Commission is to authenticate all 
Commission documents produced for 
administrative and judicial 
proceedings.9 As a result of these re- 
delegations, Rule 30–11 is being 
removed and reserved. 

II. Administrative Procedures Act and 
Other Administrative Laws 

The Commission has determined that 
these amendments to its rules relate 
solely to the agency’s organization, 
procedure or practice. Therefore, the 
provisions of the Administrative 
Procedures Act (‘‘APA’’) regarding 
notice of proposed rulemaking and 
opportunities for public participation 
are not applicable.10 For the same 
reason, and because these amendments 
do not substantially affect the rights or 
obligations of non-agency parties, the 
provisions of the Small Business 
Regulatory Enforcement Fairness Act 
are not applicable.11 In addition, the 
provisions of the Regulatory Flexibility 
Act, which apply only when notice and 
comment are required by the APA or 
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12 5 U.S.C. 601–12. 
13 44 U.S.C. 3501–20. 

other law, are not applicable.12 Finally, 
these amendments do not contain any 
collection of information requirements 
as defined by the Paperwork Reduction 
Act of 1995, as amended.13 

III. Cost Benefit Analysis 

The Commission is sensitive to the 
costs and benefits imposed by its rules. 
The rule amendments the Commission 
is adopting today re-delegate functions 
from the Associate Executive Director of 
OFIS to the Director of OCIE and the 
Secretary of the Commission to reflect 
the transfer of OFIS’s responsibilities to 
OCIE and the Office of the Secretary. 
The re-delegation will update the 
Commission’s rules to accurately reflect 
that OCIE and the Office of the Secretary 
are performing functions previously 
performed by OFIS. The Commission 
does not believe that the rule 
amendments will impose any costs on 
non-agency parties, or that if there are 
costs, they are negligible. 

IV. Consideration of Burden on 
Competition 

Section 23(a)(2) of the Securities 
Exchange Act of 1934 (‘‘Exchange Act’’) 
requires the Commission, in making 
rules pursuant to any provision of the 
Exchange Act, to consider among other 
matters the impact any such rule would 
have on competition. The Commission 
does not believe that the amendments 
that the Commission is adopting today 
will have any impact on competition. 

V. Statutory Basis 

The amendments to the Commission’s 
delegations are being adopted pursuant 
to statutory authority granted to the 
Commission, including Section 4A of 
the Exchange Act. 

VI. Text of Final Amendments 

List of Subjects in 17 CFR Part 200 

Administrative practices and 
procedures, Authority delegations 
(Government agencies). 
■ For the reasons set out in the 
preamble, Title 17, Chapter II of the 
Code of Federal Regulations is amended 
as follows: 

PART 200—ORGANIZATION; 
CONDUCT AND ETHICS; AND 
INFORMATION AND REQUESTS 

Subpart A—Organization and Program 
Management 

■ 1. The authority citation for part 200 
subpart A continues to read in part as 
follows: 

Authority: 15 U.S.C. 77o, 77s, 77sss, 78d, 
78d–1, 78d–2, 78w, 78ll(d), 78mm, 80a–37, 
80b–11, and 7202, unless otherwise noted. 

* * * * * 
■ 2. Amend § 200.30–7 by redesignating 
paragraph (c) as paragraph (d). 
■ 3. Section 200.30–11(e) is 
redesignated as § 200.30–7(c). 
■ 4. Amend § 200.30–18 by 
redesignating paragraph (j) as paragraph 
(m). 
■ 5. Section 200.30–11 paragraphs (a), 
(b), and (c) are redesignated as § 200.30– 
18 paragraphs (j), (k), and (l). 
■ 6. Remove and reserve § 200.30–11. 

By the Commission. 
Dated: November 13, 2008. 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27403 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 2 

[Docket No. FDA–2007–N–0314] (formerly 
2007N–0262) 

RIN 0910–AF92 

Use of Ozone-Depleting Substances; 
Removal of Essential-Use Designation 
(Epinephrine) 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Final rule. 

SUMMARY: The Food and Drug 
Administration (FDA), after 
consultation with the Environmental 
Protection Agency (EPA), is amending 
FDA’s regulation on the use of ozone- 
depleting substances (ODSs) in self- 
pressurized containers to remove the 
essential-use designation for 
epinephrine used in oral pressurized 
metered-dose inhalers (MDIs). The 
Clean Air Act requires FDA, in 
consultation with the EPA, to determine 
whether an FDA-regulated product that 
releases an ODS is an essential use of 
the ODS. FDA has concluded that there 
are no substantial technical barriers to 
formulating epinephrine as a product 
that does not release ODSs, and 
therefore epinephrine would no longer 
be an essential use of ODSs as of 
December 31, 2011. Epinephrine MDIs 
containing an ODS cannot be marketed 
after this date. 
DATES: This rule is effective December 
31, 2011. 

ADDRESSES: For access to the docket to 
read background documents or 
comments received, go to http:// 
www.regulations.gov and insert the 
docket number(s), found in brackets in 
the heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Division of Dockets 
Management, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: 
Martha Nguyen or Michelle Bernstein, 
Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 51, rm. 6224, Silver Spring, 
MD 20993–0002, 301–796–3601. 
SUPPLEMENTARY INFORMATION: 

Table of Contents 

I. Introduction and Highlights of the 
Rule 
II. Background 

A. CFCs 
B. Regulation of ODSs 
1. The 1978 Rules 
2. The Montreal Protocol 
3. The 1990 Amendments to the Clean 

Air Act 
4. EPA’s Implementing Regulations 
5. FDA’s 2002 Regulation 

III. Epinephrine 
IV. Criteria 
V. Comments on the 2007 Proposed 
Rule 

A. Do Substantial Technical Barriers 
To Formulating Epinephrine 
Products Without ODSs Exist? 

B. Do OTC Epinephrine MDIs Provide 
an Otherwise Unavailable 
Important Public Health Benefit? 

1. Does Epinephrine Provide a Greater 
Therapeutic Benefit Than Similar 
Adrenergic Bronchodilators? 

2. Does the OTC Marketing Status of 
Epinephrine MDIs Provide an 
Important Public Health Benefit? 

C. Does Use of OTC Epinephrine 
MDIs Release Cumulatively 
Significant Amounts of ODSs Into 
the Atmosphere and Is the Release 
Warranted Because OTC 
Epinephrine MDIs Provide an 
Otherwise Unavailable Important 
Public Health Benefit? 

D. Effective Date 
E. Additional Comments on 

Miscellaneous Issues 
F. Conclusions 

VI. Environmental Impact 
VII. Analysis of Impacts 
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B. Need for Regulation and the 

Objective of This Rule 
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1 FDA has verified all Web site addresses cited in 
this document, but FDA is not responsible for any 
subsequent changes to the Web sites after this 
document has published in the Federal Register. 

2 The summary descriptions of the Montreal 
Protocol and decisions of Parties to the Montreal 
Protocol contained in this document are presented 
here to help you understand the background of the 
action we are taking. These descriptions are not 
intended to be formal statements of policy regarding 
the Montreal Protocol. Decisions by the Parties to 
the Montreal Protocol are cited in this document in 
the conventional format of ‘‘Decision IV/2,’’ which 
refers to the second decision recorded in the Report 
of the Fourth Meeting of the Parties to the Montreal 
Protocol on Substances That Deplete the Ozone 
Layer. Reports of Meetings of the Parties to the 

Continued 

4. Characteristics of Asthma 
5. Current U.S. Market for 

Epinephrine MDIs 
D. Benefits and Costs of the Final Rule 
1. Baseline Conditions 
2. Benefits of the Final Rule 
3. Costs of the Final Rule and 

Alternatives 
4. Effects on Medicaid and Medicare 
E. Alternative Phase-out Dates 
F. Sensitivity Analyses 
G. Conclusion 

VIII. Regulatory Flexibility Analysis 
IX. The Paperwork Reduction Act of 
1995 
X. Federalism 
XI. References 

I. Introduction and Highlights of the 
Rule 

On September 20, 2007, FDA 
published a proposed rule in the 
Federal Register (72 FR 53711) (the 
proposed rule), proposing to remove the 
essential-use designation for 
epinephrine MDIs. Epinephrine MDIs 
containing chlorofluorocarbons (CFCs) 
or other ODSs cannot be marketed 
without an essential-use designation. 
There are three criteria that must all be 
met for epinephrine MDIs to retain their 
essential-use designation. For 
epinephrine MDIs to retain their 
essential-use designation, we must find 
that: 

1. Substantial technical barriers exist 
to formulating the product without 
ODSs; 

2. The product will provide an 
otherwise unavailable important public 
health benefit; and 

3. Use of the product does not release 
cumulatively significant amounts of 
ODSs into the atmosphere or the release 
is warranted in view of the otherwise 
unavailable important public health 
benefit. 

In the proposed rule, we tentatively 
found that no substantial technical 
barriers exist to formulating an 
epinephrine MDI without ODSs and that 
the release of ODSs into the atmosphere 
from over-the-counter (OTC) 
epinephrine MDIs is cumulatively 
significant. After considering the 
information received at a December 5, 
2007, public meeting and written 
comments submitted in response to the 
proposal, FDA has concluded that there 
are no substantial technical barriers to 
formulating epinephrine as a product 
that does not release ODSs, and 
therefore epinephrine no longer meets 
the criteria to be an essential use of 
ODSs. In addition, we had proposed an 
effective date for this rule of December 
31, 2010. However, in response to the 
public input received in this 
rulemaking, we have determined that 

the appropriate effective date for the 
removal of the essential-use designation 
for epinephrine MDIs is December 31, 
2011. We will discuss our 
determinations on the criteria and the 
effective date in section V of this 
document ‘‘Comments on the 2007 
Proposed Rule.’’ 

II. Background 

A. CFCs 

Chlorofluorocarbons (CFCs) are 
organic compounds that contain carbon, 
chlorine, and fluorine atoms. CFCs were 
first used commercially in the early 
1930s as a replacement for hazardous 
materials then used in refrigeration, 
such as sulfur dioxide and ammonia. 
Subsequently, CFCs were found to have 
a large number of uses, including as 
solvents and as propellants in self- 
pressurized aerosol products, such as 
MDIs. 

CFCs are very stable in the 
troposphere, the lowest part of the 
atmosphere. They move to the 
stratosphere, a region that begins about 
10 to 16 kilometers (km) (6 to 10 miles) 
above Earth’s surface and extends up to 
about 50 km (31 miles) altitude. Within 
the stratosphere, there is a zone about 
15 to 40 km (10 to 25 miles) above the 
Earth’s surface in which ozone is 
relatively highly concentrated. This 
zone in the stratosphere is generally 
called the ozone layer. Once in the 
stratosphere, CFCs are gradually broken 
down by strong ultraviolet light, 
releasing chlorine atoms that then 
deplete stratospheric ozone. Depletion 
of stratospheric ozone by CFCs and 
other ODSs allows more ultraviolet-B 
(UV–B) radiation to reach the Earth’s 
surface, where it increases skin cancers 
and cataracts, and damages some marine 
organisms, plants, and plastics. 

B. Regulation of ODSs 

The link between CFCs and the 
depletion of stratospheric ozone was 
discovered in the mid-1970s. Since 
1978, the U.S. Government has pursued 
a vigorous and consistent policy, 
through the enactment of laws and 
regulations, of limiting the production, 
use, and importation of ODSs, including 
CFCs. 

1. The 1978 Rules 

In the Federal Register of March 17, 
1978 (43 FR 11301 at 11318), FDA and 
EPA published rules banning, with a 
few exceptions, the use of CFCs as 
propellants in aerosol containers. These 
rules were issued under authority of the 
Federal Food, Drug, and Cosmetic Act 
(the act) (21 U.S.C. 321 et seq.) and the 
Toxic Substances Control Act (15 U.S.C. 

2601 et seq.), respectively. FDA’s rule 
(the 1978 rule) was codified as § 2.125 
(21 CFR 2.125). These rules issued by 
FDA and EPA had been preceded by 
rules issued by FDA and the Consumer 
Product Safety Commission requiring 
products that contain CFC propellants 
to bear environmental warning 
statements on their labeling (42 FR 
22018, April 29, 1977; 42 FR 42780, 
August 24, 1977). 

The 1978 rule prohibited the use of 
CFCs as propellants in self-pressurized 
containers in any food, drug, medical 
device, or cosmetic. As originally 
published, the rule listed five essential 
uses exempt from the ban. The third 
listed essential use was for ‘‘[m]etered- 
dose adrenergic bronchodilator human 
drugs for oral inhalation.’’ This use 
describes epinephrine MDIs. 

The 1978 rule provided criteria for 
adding new essential uses, and several 
uses were added to the list, the last one 
in 1996. The 1978 rule did not provide 
any mechanism for removing essential 
uses from the list as alternative products 
were developed or CFC-containing 
products were removed from the 
market. The absence of a removal 
procedure came to be viewed as a 
deficiency in the 1978 rule, and was 
addressed in a later rulemaking, 
discussed in section II.B.5 of this 
document. 

2. The Montreal Protocol 
On January 1, 1989, the United States 

became a Party to the Montreal Protocol 
on Substances that Deplete the Ozone 
Layer (Montreal Protocol) (September 
16, 1987, 26 I.L.M. 1541 (1987)), 
available at http://www.unep.org/ozone/ 
pdfs/Montreal-Protocol2000.pdf.1 The 
United States played a leading role in 
the negotiation of the Montreal Protocol, 
believing that internationally 
coordinated control of ODSs would best 
protect both the U.S. and global public 
health and the environment from 
potential adverse effects of depletion of 
stratospheric ozone. Currently, there are 
192 Parties to this treaty.2 When it 
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Montreal Protocol may be found on the United 
Nations Environment Programme’s Web site at 
http://ozone.unep.org/Meeting_Documents/mop. 

3 Production of CFCs in economically less- 
developed countries is being phased out and is 
scheduled to end by January 1, 2010. See Article 
2A of the Montreal Protocol. 

4 Our obligation under XV/5 was met by our final 
rule eliminating the essential use status of albuterol 
(70 FR 17168, April 4, 2005). 

5 The Ozone Secretariat is the Secretariat for the 
Montreal Protocol and the Vienna Convention for 
the Protection of the Ozone Layer (the Vienna 
Convention) (March 22, 1985, 26 I.L.M. 1529 
(1985)), available at http://ozone.unep.org/pdfs/ 
viennaconvention2002.pdf. Based at the United 
Nations Environment Programme (UNEP) offices in 
Nairobi, Kenya, the Secretariat functions in 
accordance with Article 7 of the Vienna Convention 
and Article 12 of the Montreal Protocol. 

The main duties of the Secretariat include the 
following: 

• Arranging for and servicing the Conference of 
the Parties, Meetings of the Parties, their 
Committees, the Bureaux, Working Groups, and 
Assessment Panels; 

• Arranging for the implementation of decisions 
resulting from these meetings; 

• Monitoring the implementation of the Vienna 
Convention and the Montreal Protocol; 

• Reporting to the Meetings of the Parties and to 
the Implementation Committee; 

• Representing the Convention and the Protocol; 
and 

• Receiving and analyzing data and information 
from the Parties on the production and 
consumption of ODSs. 

6 In conformance with Decision IV/2, EPA issued 
regulations accelerating the complete phase-out of 
CFCs, with exceptions for essential uses, to January 
1, 1996 (58 FR 65018, December 10, 1993). 

joined the treaty, the United States 
committed to reducing production and 
consumption of certain CFCs to 50 
percent of 1986 levels by 1998 (Article 
2(4) of the Montreal Protocol). It also 
agreed to accept an ‘‘adjustment’’ 
procedure, by which, following 
assessment of the existing control 
measures, the Parties could adjust the 
scope, amount, and timing of those 
control measures for substances already 
subject to the Montreal Protocol. As the 
evidence regarding the impact of ODSs 
on the ozone layer became stronger, the 
Parties used this adjustment procedure 
to accelerate the phase-out of ODSs. At 
the fourth Meeting of the Parties to the 
Montreal Protocol, held at Copenhagen 
in November 1992, the Parties adjusted 
Article 2 of the Montreal Protocol to 
eliminate the production and 
importation of CFCs by January 1, 1996, 
by Parties that are developed countries 
(Decision IV/2).3 The adjustment also 
indicated that it would apply, ‘‘save to 
the extent that the Parties decide to 
permit the level of production or 
consumption that is necessary to satisfy 
uses agreed by them to be essential’’ 
(Article 2A(4)). Under the treaty’s rules 
of procedure, the Parties may make such 
an essential-use decision by a two-thirds 
majority vote, although, to date, all such 
decisions have been made by consensus. 

To produce or import CFCs for an 
essential use under the Montreal 
Protocol, a Party must request and 
obtain approval for an exemption at a 
Meeting of the Parties. One of the most 
important essential uses of CFCs under 
the Montreal Protocol is their use in 
MDIs for the treatment of asthma and 
chronic obstructive pulmonary disease 
(COPD). The decision on whether the 
use of CFCs in MDIs is ‘‘essential’’ for 
purposes of the Montreal Protocol turns 
on whether ‘‘(1) It is necessary for the 
health, safety, or is critical for the 
functioning of society (encompassing 
cultural and intellectual aspects) and (2) 
there are no available technically and 
economically feasible alternatives or 
substitutes that are acceptable from the 
standpoint of environment and health’’ 
(Decision IV/25). 

Each request and any subsequent 
exemption is for only 1 year’s duration 
(Decision V/18). Since 1994, the United 
States and some other Parties to the 
Montreal Protocol have annually 
requested, and been granted, essential- 
use exemptions for the production or 

importation of CFCs for their use in 
MDIs for the treatment of asthma and 
COPD (see, among others, Decisions VI/ 
9 and VII/28). The exemptions have 
been consistent with the criteria 
established by the Parties, which make 
the grant of an exemption contingent on 
a finding that the use for which the 
exemption is being requested is 
essential for health, safety, or the 
functioning of society, and that there are 
no available technically and 
economically feasible alternatives or 
substitutes that are acceptable from the 
standpoint of health or the environment 
(Decision IV/25). 

Phasing out the use of CFCs in MDIs 
for the treatment of asthma and COPD 
has been an issue of particular interest 
to the Parties to the Montreal Protocol. 
Several decisions of the Parties have 
dealt with the transition to CFC-free 
MDIs, including the following 
decisions: 

• Decision VIII/10 stated that the 
Parties that are developed countries 
would take various actions to promote 
industry’s participation in a smooth and 
efficient transition away from CFC- 
based MDIs (San Jose, Costa Rica, 1996). 

• Decision IX/19 required the Parties 
that are developed countries to present 
an initial national or regional transition 
strategy by January 31, 1999 (Montreal, 
Canada, 1997). 

• Decision XII/2 elaborated on the 
content of national or regional transition 
strategies required under Decision IX/19 
and indicated that any MDI for the 
treatment of asthma or COPD approved 
for marketing after 2000 would not be 
an ‘‘essential use’’ unless it met the 
criteria laid out by the Parties for 
essential uses (Ouagadougou, Burkina 
Faso, 2000). 

• Decision XIV/5 requested that each 
Party report annually the quantities of 
CFC and non-CFC MDIs and dry-powder 
inhalers (DPIs) sold or distributed 
within its borders and the approval and 
marketing status of non-CFC MDIs and 
DPIs. Decision XIV/5 also noted ‘‘with 
concern the slow transition to CFC-free 
metered-dose inhalers in some Parties’’ 
(Rome, Italy, 2002). 

• Decision XV/5 states that, at the 
17th Meeting of the Parties (in 
December 2005) or thereafter, no 
essential uses of CFCs will be 
authorized for Parties that are developed 
countries, unless the Party requesting 
the essential-use allocation has 
submitted an action plan. Among other 
items, the action plan should include a 
specific date by which the Party plans 
to cease requesting essential-use 
allocations of CFCs for albuterol MDIs to 

be sold or distributed in developed 
countries4 (Nairobi, Kenya, 2003). 

• Decision XVII/5 states that Parties 
that are developed counties should 
provide a date to the Ozone Secretariat5 
before the 18th Meeting of the Parties 
(October 30 to November 3, 2006) by 
which time a regulation or regulations 
will have been proposed to determine 
whether MDIs, other than those that 
have albuterol as the only active 
ingredient, are nonessential (Dakar, 
Senegal, 2005). 

3. The 1990 Amendments to the Clean 
Air Act 

In 1990, Congress amended the Clean 
Air Act to, among other things, better 
protect stratospheric ozone (Public Law 
No. 101–549, November 15, 1990) (the 
1990 amendments). The 1990 
amendments were drafted to 
complement, and be consistent with, 
our obligations under the Montreal 
Protocol (see section 614 of the Clean 
Air Act (42 U.S.C. 7671m)). Section 
614(b) of the Clean Air Act provides 
that, in the case of a conflict between 
any provision of the Clean Air Act and 
any provision of the Montreal Protocol, 
the more stringent provision will 
govern. Section 604 of the Clean Air Act 
requires the phase-out of the production 
of CFCs by 2000 (42 U.S.C. 7671c),6 
while section 610 of the Clean Air Act 
(42 U.S.C. 7671i) required EPA to issue 
regulations banning the sale or 
distribution in interstate commerce of 
nonessential products containing CFCs. 
Sections 604 and 610 provide 
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7 Section 314.108(a) (21 CFR 314.108(a)) defines 
‘‘active moiety’’ as the molecule or ion, excluding 
those appended portions of the molecule that cause 
the drug to be an ester, salt (including a salt with 
hydrogen or coordination bonds), or other 
noncovalent derivative (such as a complex, chelate, 
or clathrate) of the molecule, responsible for the 
physiological or pharmacological action of the drug 
substance. When describing the various essential 
uses, we will generally refer to the active moiety, 
for example, albuterol, as opposed to the active 
ingredient, which, using the same example, would 
be albuterol sulfate. When discussing particular 
indications and other material from the approved 
labeling of a drug product, we will generally use the 
brand name of the product, which, using the same 
example would be PROVENTIL HFA (among 
others). In describing material from treatises, 
journals, and other non-FDA approved 
publications, we will generally follow the usage in 
the original publication. 

8 The OTC monograph for Cold, Cough, Allergy, 
Bronchodilator, and Antiasthmatic Drug Products 
permits OTC marketing of epinephrine in a hand- 
held rubber nebulizer for use in the treatment of 
asthma (21 CFR part 341). While this product did 
not use CFCs, all of the information available to us 
shows that such products are no longer marketed. 
The OTC monograph for Cold, Cough, Allergy, 
Bronchodilator, and Antiashthmatic Drug Products 
permits OTC marketing of oral dosage forms of 
ephedrine. Ephedrine is not available in an MDI. In 
addition, OTC ephedrine products have a slower 
onset of action than epinephrine MDIs, and 
therefore they cannot be considered a suitable 
alternative to OTC epinephrine MDIs. 

9 This information was presented at a joint 
committee meeting of the Nonprescription Drug 
Advisory Committee and Pulmonary-Allergy Drugs 
Advisory Committee (NDAC/PADAC) held on 
January 24, 2006 (meeting transcript p. 51, Wyeth 
slide 19). The transcript of the NDAC/PADAC 
meeting, slides used in presentations made at the 
joint meeting, and written material presented to the 
committees for the meeting may be found at http:// 
www.fda.gov/ohrms/dockets/ac/cder06.html. 

10 The U.S. Census’ estimate of the U.S. 
Population was 299,948,296 as of October 10, 2006, 
1804 GMT, with an estimated net increase in the 
population of 1 person every 11 seconds. See http:// 
www.census.gov/population/www/popclockus.html. 

exceptions for ‘‘medical devices.’’ 
Section 601(8) (42 U.S.C. 7671(8)) of the 
Clean Air Act defines ‘‘medical device’’ 
as: 
‘‘any device (as defined in the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 321)), 
diagnostic product, drug (as defined in the 
Federal Food, Drug, and Cosmetic Act), or 
drug delivery system- 

(A) if such device, product, drug, or drug 
delivery system utilizes a class I or class II 
substance for which no safe and effective 
alternative has been developed, and where 
necessary, approved by the Commissioner [of 
Food and Drugs]; and (B) if such device, 
product, drug, or drug delivery system, has, 
after notice and opportunity for public 
comment, been approved and determined to 
be essential by the Commissioner [of Food 
and Drugs] in consultation with the 
Administrator [of EPA].’’ 

4. EPA’s Implementing Regulations 
EPA regulations implementing the 

Montreal Protocol and the stratospheric 
ozone protection provisions of the 1990 
amendments are codified in part 82 of 
title 40 of the Code of Federal 
Regulations (40 CFR part 82). (See 40 
CFR 82.1 for a statement of intent.) Like 
the 1990 amendments, EPA’s 
implementing regulations contain two 
separate prohibitions, one on the 
production and import of CFCs (subpart 
A of 40 CFR part 82) and the other on 
the sale or distribution of products 
containing CFCs (40 CFR 82.66). 

The prohibition on production and 
import of CFCs contains an exception 
for essential uses and, more specifically, 
for essential MDIs. The definition of 
essential MDI at 40 CFR 82.3 requires 
that the MDI be intended for the 
treatment of asthma or COPD, be 
essential under the Montreal Protocol, 
and if the MDI is for sale in the United 
States, be approved by FDA and listed 
as essential in FDA’s regulations at 
§ 2.125 (21 CFR 2.125). 

The prohibition on the sale of 
products containing CFCs includes a 
specific prohibition on aerosol products 
and other pressurized dispensers. The 
aerosol product ban contains an 
exception for medical devices listed in 
§ 2.125(e). The term ‘‘medical device’’ is 
used with the same meaning it was 
given in the 1990 amendments and 
includes drugs as well as medical 
devices. 

5. FDA’s 2002 Regulation 
In the 1990s, we decided that § 2.125 

required revision to better reflect our 
obligations under the Montreal Protocol, 
the 1990 amendments, and EPA’s 
regulations, and to encourage the 
development of ozone-friendly 
alternatives to medical products 
containing CFCs. In particular, as 
acceptable alternatives that did not 

contain CFCs or other ODSs came on the 
market, there was a need to provide a 
mechanism for removing essential uses 
from the list in § 2.125(e). In the Federal 
Register of March 6, 1997 (62 FR 
10242), we published an advance notice 
of proposed rulemaking (the 1997 
ANPRM) in which we outlined our 
then-current thinking on the content of 
an appropriate rule regarding ODSs in 
products FDA regulates. We received 
almost 10,000 comments on the 1997 
ANPRM. In response to the comments, 
we revised our approach and drafted a 
proposed rule published in the Federal 
Register of September 1, 1999 (64 FR 
47719) (the 1999 proposed rule). We 
received 22 comments on the 1999 
proposed rule. After minor revisions in 
response to these comments, we 
published a final rule in the Federal 
Register of July 24, 2002 (67 FR 48370) 
(the 2002 final rule) (corrected in 67 FR 
49396, July 30, 2002, and 67 FR 58678, 
September 17, 2002). The 2002 final 
rule listed as a separate essential use 
each active moiety7 marketed under the 
1978 rule as essential uses for metered- 
dose steroid human drugs for oral 
inhalation and metered-dose adrenergic 
bronchodilator human drugs for oral 
inhalation; eliminated the essential-use 
designations in § 2.125(e) for metered- 
dose steroid human drugs for nasal 
inhalation and for products that were no 
longer marketed; set new standards to 
determine when a new essential-use 
designation should be added to § 2.125; 
and set standards to determine whether 
the use of an ODS in a medical product 
remains essential. 

This rulemaking fulfills our obligation 
under § 2.125, as well as the Clean Air 
Act, the Montreal Protocol, and our 
general duty to protect the public 
health, by removing ODS products from 
the marketplace when those products 
are no longer essential. 

III. Epinephrine 
Epinephrine is a short-acting 

adrenergic bronchodilator used in the 
treatment of asthma. A new drug 
application (NDA) for OTC epinephrine 
MDIs was approved in 1956. 
Epinephrine was included in the 1978 
rule under the provision designating 
‘‘[m]etered-dose adrenergic 
bronchodilator human drugs for oral 
inhalation’’ as an essential use. 
Approved NDAs for OTC epinephrine 
MDIs are currently held by Wyeth 
Consumer Healthcare (Wyeth) and 
Armstrong Pharmaceuticals, Inc. 
(Armstrong) (a subsidiary of Amphastar 
Pharmaceuticals, Inc.). Wyeth markets 
its OTC epinephrine MDIs as 
PRIMATENE MIST, while Armstrong 
labels their product as ‘‘house brands’’ 
for certain retail pharmacies. 
Epinephrine MDIs are the only MDIs for 
treatment of asthma (or any other 
disease) that are approved for OTC use.8 
Customers do not need a prescription 
from a health care provider to purchase 
OTC epinephrine MDIs. Wyeth has 
estimated that 2 to 3 million people 
with asthma use OTC epinephrine 
MDIs.9 Based on the 2005 National 
Health Interview Survey (NHIS), the 
Centers for Disease Control and 
Prevention’s National Center for Health 
Statistics (NCHS) has estimated that 7.7 
percent of the U.S. population currently 
has asthma (Ref. 1). Using an estimate 
of the U.S. population of 300 million,10 
we can estimate that approximately 23 
million people in the United States 
currently have asthma. 

Epinephrine is also an active 
ingredient in many other drug products. 
For example, it is used in a self- 
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11 The transcript of the NCPAC/PADAC meeting, 
slides used in presentations made at the joint 
meeting, and written material presented to the 
committees for the meeting may be found at http:// 
www.fda.gov/ohrms/dockets/ac/cder06.html. 

injectable dosage form for treatment of 
severe allergic reactions. EPIPEN is a 
specific example of epinephrine in this 
dosage form. This rulemaking does not 
affect the availability of these drug 
products. It only affects OTC 
epinephrine MDIs, which contain CFCs. 

IV. Criteria 
The 2002 final rule revised 21 CFR 

§ 2.125(g)(2) to establish a standard for 
removing an essential-use designation 
after January 1, 2005, for any drug for 
which there is no acceptable non-ODS 
alternative with the same active moiety. 
As explained in the proposed rule, we 
are reviewing the essential-use 
designation for epinephrine under that 
authority. The process for removing the 
essential-use designation for such a drug 
must include a consultation with a 
relevant advisory committee and an 
open public meeting, in addition to a 
proposed rule and a final rule. The 
criterion established for removing the 
essential use in such circumstances is 
that it no longer meets the criteria 
specified in revised § 2.125(f) for adding 
a new essential use (21 CFR 
§ 2.125(g)(2)). The criteria in § 2.125(f) 
are: ‘‘(i) Substantial technical barriers 
exist to formulating the product without 
ODSs; (ii) The product will provide an 
unavailable important public health 
benefit; and (iii) Use of the product does 
not release cumulatively significant 
amounts of ODSs into the atmosphere or 
the release is warranted in view of the 
unavailable important public health 
benefit.’’ 

The three criteria in § 2.25(f)(1) are 
linked by the word ‘‘and.’’ Because the 
three criteria are linked by ‘‘and’’ (as 
opposed to ‘‘or’’), failure to meet any 
single criterion results in a 
determination that the use is not 
essential. 

The criteria in § 2.125(g)(2) (which 
refers to those found in § 2.125(f)(1)) 
that we are using in this rulemaking are 
different from those in § 2.125(g)(3) and 
(g)(4). Section 2.125(g)(2) specifically 
addresses the situation where there is 
no marketed non-ODS product 
containing the active moiety listed as an 
essential use, while § 2.125(g)(3) and 
(g)(4) apply to situations where there is 
at least one marketed non-ODS product 
with the listed active moiety. Section 
2.125(g)(2) permits FDA to remove an 
essential use even if a current essential- 
use active moiety is not reformulated, 
provided that sufficient alternative 
products exist to meet the needs of 
patients, because the essential use 
would no longer provide an otherwise 
unavailable important health benefit. As 
we explained in the proposed rule, the 
analysis we use here is different than 

the analysis we used under § 2.125(g)(4) 
in the rulemaking to remove the 
essential use for albuterol (70 FR 17168, 
April 4, 2005). However, the basic 
concern of protecting the public health 
underlies all of the criteria. Therefore, 
our analyses are similar, and we have 
found it useful to borrow concepts from 
the more specific provisions of 
§ 2.125(g)(3) and (g)(4) to help give more 
structure to our analysis under the 
broader language of § 2.125(f)(1). 

Section 2.125(g)(2) requires that we 
consult an advisory committee and hold 
an open public meeting before we 
remove an essential-use designation 
when there is no non-ODS product with 
the same active moiety. Prior to 
publishing the proposed rule, on 
January 24, 2006, we convened a joint 
meeting of the Nonprescription Drug 
Advisory Committee (NDAC) and the 
Pulmonary and Allergy Drugs Advisory 
Committee (PADAC) on the essential- 
use status of OTC MDIs containing 
epinephrine. (NDAC/PADAC 
meeting).11 Presentations were made by 
representatives of Wyeth Consumer 
Healthcare (Wyeth), two patient 
advocacy and public policy groups, and 
physician organizations. With regard to 
the criteria for removing the 
epinephrine essential-use designation, a 
presenter from Wyeth expressed 
concern about reformulating an 
epinephrine product without ODSs; 
however, no specific technical barriers 
to reformulation efforts were presented. 
In addition, some information on the 
therapeutic benefits of epinephrine CFC 
MDIs was presented and discussed at 
length by Wyeth, but many on the panel 
questioned the information presented, 
and the consensus opinion was that 
epinephrine CFC MDIs present no 
significant therapeutic benefit and no 
advantage over albuterol MDIs. 

Opinions concerning the public 
health benefits of having an OTC MDI 
were also expressed, such as the 
convenience of having an OTC MDI for 
asthma. Some participants believed that 
a significant number of people with 
asthma do not have adequate access to 
health care, and a significant number of 
these people with asthma use OTC 
epinephrine MDIs. They asserted that 
many of these people with asthma who 
use OTC epinephrine MDIs do so 
because of barriers to obtaining health 
care. One speaker from a patient 
advocacy organization expressed the 
point that the longer duration of effect 
of albuterol and levalbuterol (and other 

newer prescription drugs that do not 
release ODSs) means that, while these 
drugs are more expensive per MDI and 
per dose, they may be cheaper than OTC 
epinephrine MDIs when the price is 
calculated for the number of inhalations 
needed per day. No data were provided, 
however, to support this assertion. 

Much of the discussion at the NDAC/ 
PADAC meeting focused on the issue of 
whether the risks of self-treatment of 
asthma outweigh the public health 
benefits that OTC epinephrine MDIs 
may provide. Issues considered were 
whether asthma was being properly 
diagnosed and treated by purchasers of 
OTC epinephrine CFC MDIs. Seven of 
the joint committee members 
recommended that epinephrine be 
retained as an essential use, while 
eleven members recommended that the 
essential-use designation be removed. 
The proposed rule contains a more 
extensive discussion of the NDAC/ 
PADAC meeting and the views that 
were expressed at the meeting. 

On December 5, 2007, following 
publication of the proposed rule, we 
held the required open public meeting 
to discuss the issues involved in 
removing the essential-use designation 
for epinephrine MDIs (see the Federal 
Register of November 8, 2007 (72 FR 
63141)). Presentations were made by a 
representative of Amphastar 
Pharmaceuticals and Armstrong (a 
wholly owned subsidiary of Amphastar, 
which manufactures and distributes 
epinephrine CFC MDIs) and by a patient 
advocacy organization. The Armstrong 
representative stated that Armstrong did 
not oppose the proposal to eliminate the 
essential-use status for epinephrine, but 
requested postponing the effective date 
until December 31, 2011, to allow 
sufficient time for development and 
approval of an HFA-propelled 
epinephrine MDI before the CFC- 
containing MDI is phased out. The 
representative further stated that 
Armstrong anticipates being able to 
successfully develop and receive 
approval for a non-ODS epinephrine 
product by the beginning of 2011 and 
begin marketing by the end of 2011. The 
representative stated that removing OTC 
epinephrine from the market and 
attempting to switch patients to 
prescription medications will, in 
Armstrong’s view, have significant costs 
and health consequences, which can be 
avoided by extending the effective date 
to allow time for a non-ODS OTC 
epinephrine product to be developed 
before the current product is phased 
out. 

The patient advocacy organization 
presented results of two surveys, one 
directed to patients and the other 
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12 The nine moieties formulated as HFA MDIs are 
albuterol, beclomethasone, budesonide, fenoterol, 
fluticasone, flunisolide, formoterol, ipratropium, 
and salmeterol. While a salmeterol DPI 

(SEREVENT) has been approved in the United 
States, salmeterol HFA MDIs have only been 
approved overseas. There are no approved fenoterol 
or formoterol products in the United States, but 
fenoterol HFA MDIs and formoterol HFA MDIs have 
been approved in several foreign countries. 

directed to medical professionals, on the 
essential-use status of OTC epinephrine. 
This organization found that the results 
demonstrated that CFC-propelled OTC 
epinephrine does not present a public 
health benefit worthy of continued 
essential-use exemption. In summary, 
medical professionals surveyed did not 
recommend the use of OTC epinephrine 
because it is an antiquated therapy, does 
not keep patients out of the emergency 
room or hospital, and asthma should be 
treated by a medical professional. 
According to the patient advocacy 
organization, the results of the patient 
survey showed that many patients do 
not have an appreciation for the 
seriousness of their condition and that 
the OTC drug is not keeping patients out 
of the emergency room or hospital. They 
also showed that patients and parents of 
pediatric patients overwhelmingly do 
not think removal of OTC epinephrine 
will seriously affect them. Input from 
the open public meeting is considered 
and discussed in section V together with 
the written comments that were 
submitted in response to the proposed 
rule. 

V. Comments on the 2007 Proposed 
Rule 

We received 32 written and electronic 
comments in response to the proposed 
rule. They were submitted by 
consumers, health care providers, a 
patient advocacy group, professional 
groups, manufacturers, an international 
governmental organization, and 
industry organizations. The speakers 
who participated in the open public 
meeting on December 5, 2007, also 
submitted written comments. In the 
discussion that follows, we address all 
the comments submitted in response to 
this rulemaking, the oral presentations 
and written comments submitted at or 
following the open public meeting, and 
the written and electronic comments 
submitted to the docket in response to 
the 2007 proposed rule. 

To make it easier to identify 
comments and our responses, the word 
‘‘Comment,’’ in parentheses, appears 
before the comment’s description, and 
the word ‘‘Response,’’ in parentheses, 
appears before our response. We have 
numbered each comment to help 
distinguish between different 
comments. Similar comments are 
grouped together under the same 
comment number. The number assigned 
to each comment is purely for 
organizational purposes and does not 
signify the comment’s value or 
importance or the order in which it was 
received. 

In reviewing these comments we are 
particularly focused on our proposed 

findings relating to the criteria in 
§ 2.125(f) of our regulations. As 
discussed above, we must remove the 
essential-use designation for the CFC- 
containing epinephrine drug product 
unless we find that all of the following 
are met: (1) Substantial technical 
barriers exist to formulating the product 
without ODSs; (2) the product provides 
an otherwise unavailable important 
public health benefit; and (3) use of the 
product does not release cumulatively 
significant amounts of ODSs into the 
atmosphere or, if the release is 
significant, it is warranted in view of the 
otherwise unavailable important public 
health benefit. As discussed in the 
proposed rule, the failure to meet any 
one of these criteria must result in our 
determination that the use is not 
essential. 

A. Do Substantial Technical Barriers To 
Formulating Epinephrine Products 
Without ODSs Exist? 

We proposed to find that there are no 
technical barriers to formulating 
epinephrine MDIs without ODSs (72 FR 
53711 at 53718). As noted in the 
proposed rule, we intend the term 
‘‘technical barriers’’ to refer to 
difficulties encountered in chemistry 
and manufacturing. To demonstrate that 
substantial technical barriers exist, it 
would have to be established that all 
available alternative technologies have 
been evaluated and that each alternative 
is unusable (67 FR 48370 at 48373). In 
applying the ‘‘technical barriers’’ 
criterion, we looked at the results of 
reformulation efforts for similar 
products, as well as statements made 
about the manufacturer’s particular 
efforts to reformulate their product or 
products. 

We did not receive any comments 
disagreeing with this tentative 
conclusion or otherwise addressing the 
conclusion in any substantive way. 
Indeed, in the context of its request for 
an effective date of December 31, 2011, 
discussed elsewhere in this document, 
the manufacturer of OTC epinephrine 
MDIs submitted comments suggesting 
that it would be ready to commercially 
produce and legally distribute, and have 
the capacity to meet current market 
demand for, a non-CFC alternative 
epinephrine MDI by 2011. 

As noted in the proposed rule, as of 
this time, at least nine different active 
moieties have been formulated as HFA 
MDIs for the treatment of asthma and 
COPD in the United States and abroad.12 

HFA MDIs have been formulated with 
both suspensions and solutions. 
Albuterol and levalbuterol are close 
chemical analogs of epinephrine. Given 
the chemical similarity between them 
and the success with reformulating 
albuterol (as albuterol sulfate in 
PROAIR HFA, PROVENTIL HFA, and 
VENTOLIN HFA) and levalbuterol (as 
levalbuterol tartrate in XOPENEX HFA), 
there appears to be no technical reason 
why epinephrine cannot be successfully 
reformulated into an HFA MDI. 
Therefore, after consideration of the 
public comments on the issue, we 
finalize our tentative conclusion that 
there are no technical barriers to the 
development of a non-ODS epinephrine 
product. 

B. Do OTC Epinephrine MDIs Provide 
an Otherwise Unavailable Important 
Public Health Benefit? 

In the proposed rule, we solicited 
comments on the public health benefits 
of OTC epinephrine MDIs (72 FR 53711 
at 53718). In discussing what is ‘‘an 
unavailable important public health 
benefit,’’ we have said: The agency 
intends to give the phrase ‘‘unavailable 
important public health benefit’’ a 
markedly different construction from 
the [phrase used in the 1978 rule] 
‘‘substantial health benefit.’’ A 
petitioner should show that the use of 
an ODS-containing MDI would save 
lives, significantly reduce or prevent an 
important morbidity, or significantly 
increase patient quality of life to 
support a claim of important public 
health benefit (64 FR 47719 at 47722). 
One key point to note here is that the 
2002 final rule (67 FR 48370) raised the 
hurdle for the public health benefit that 
needs to be shown. A use that was 
shown to have a ‘‘substantial health 
benefit’’ under the 1978 rule (all 
essential uses were established under 
the 1978 rule), will not necessarily be 
able to clear the higher hurdle of the 
2002 final rule’s ‘‘unavailable important 
public health benefit.’’ 

In determining whether a drug 
product provides an otherwise 
unavailable important public health 
benefit, our primary focus is on the 
availability of non-ODS products that 
provide similar therapeutic benefits for 
patients who are currently using the 
CFC MDIs. If therapeutic alternatives 
exist for everyone using the CFC MDI, 
we can determine that the CFC MDI 
does not provide an otherwise 

VerDate Aug<31>2005 14:43 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00017 Fmt 4700 Sfmt 4700 E:\FR\FM\19NOR1.SGM 19NOR1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S



69538 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

13 In the United States, the generally recognized 
standard of care for asthma is set forth in the 
National Heart, Lung, and Blood Institute’s National 
Asthma Education and Prevention Program, Expert 
Panel Report 3: Guidelines for the Diagnosis and 
Management of Asthma (EPR–3) (Ref. 2). The 
National Heart, Lung, and Blood Institute is one of 
the National Institutes of Health. In the 2007 
update, we find the latest updates to the standard. 
The Guidelines represent best practices and are 
recognized as the clinical standard of care for 
treatment of asthma. See, e.g., http:// 
www.asthmanow.net/care.html; http:// 
www.colorado.gov/bestpractices/index.html; http:// 
www.doh.wa.gov/CFH/asthma/publications/plan/ 
health-care.pdf. 

unavailable important public health 
benefit. In determining whether 
everyone is adequately served by the 
therapeutic alternatives, in the case of 
epinephrine MDIs, we take into 
consideration the fact that they are 
marketed OTC, while the therapeutic 
alternatives for epinephrine MDIs are 
prescription drugs. Because we have 
reached a conclusion that there are no 
substantial technical barriers to 
formulating epinephrine into a non-ODS 
product, we do not believe it is 
necessary to reach a conclusion on the 
public health benefits of OTC 
epinephrine MDIs. However, we 
received several comments in response 
to the proposed rule addressing the 
public health benefits of OTC 
epinephrine MDIs, and we believe it is 
appropriate to address the public health 
benefits in light of these comments. 

1. Does Epinephrine Provide a Greater 
Therapeutic Benefit Than Similar 
Adrenergic Bronchodilators? 

(Comment 1) Several comments from 
epinephrine users stated that their 
experience indicates that epinephrine 
CFC MDIs are more effective than other 
asthma MDIs, including HFA MDIs, and 
that there are no alternatives. 

(Response) Albuterol and epinephrine 
are both adrenergic bronchodilators. 
Epinephrine is a non-selective beta 
adrenergic bronchodilator. Other 
available bronchodilators, including 
albuterol, are selective beta-2 adrenergic 
bronchodilators. Bronchodilation occurs 
primarily through stimulation of the 
beta-2 adrenergic receptor. Albuterol 
MDIs are therapeutic alternatives to 
OTC epinephrine MDIs and are, by far, 
the most widely prescribed short-acting 
bronchodilators. We are not aware of 
any data that support the commenter’s 
contention that albuterol inhalers are 
not an appropriate alternative for 
epinephrine inhalers. 

Four prescription HFA MDIs with two 
different forms of albuterol are approved 
and currently available: 

• ProAir HFA (albuterol sulfate) 
Inhalation Aerosol; 

• Proventil HFA (albuterol sulfate) 
Inhalation Aerosol; 

• Ventolin HFA (albuterol sulfate) 
Inhalation Aerosol; and 

• Xopenex HFA (levalbuterol tartrate) 
Inhalation Aerosol. 

These products use HFA as a 
replacement for ODSs, which does not 
affect stratospheric ozone. The 
consensus at the NDAC/PADAC 
meeting, held prior to publication of the 
proposed rule, was that OTC 
epinephrine MDIs presented no 
significant therapeutic advantage over 
albuterol MDIs (72 FR 53711 at 53719). 

In addition, we are not aware of any 
adequate and well-controlled studies 
which support the commenters’ view 
that epinephrine CFC MDIs are more 
effective than other asthma MDIs, 
including HFA MDIs. 

(Comment 2) One comment stated 
that the OTC epinephrine CFC MDI is 
the fastest acting [asthma] inhaler. 

(Response) Prior to publishing the 
proposed rule, we were presented with 
clinical data indicating that OTC 
epinephrine MDIs may be slightly 
quicker to onset of action than albuterol 
MDIs, although they have a significantly 
shorter duration of action. This slightly 
quicker onset of action may explain why 
some people with asthma describe OTC 
epinephrine MDIs as working better 
than other prescription inhalers for 
asthma. In the proposed rule, we stated 
that there were no clinical data to 
support a conclusion that this perceived 
quicker relief provided by epinephrine 
leads to better outcomes or that 
epinephrine CFC MDIs are more 
effective than other asthma MDIs, 
including HFA MDIs. No new data were 
submitted in response to the proposed 
rule or at the public meeting that would 
support the conclusion that epinephrine 
leads to better outcomes than albuterol 
MDIs for asthma. 

In fact, at the open public meeting 
held after publication of the proposed 
rule, one organization presented results 
of a survey of medical professionals 
who overwhelmingly recommended 
against use of OTC epinephrine by 
asthma patients because they believe it 
is an antiquated therapy and does not 
work as well as prescription inhalers 
(December 5, 2007, hearing transcript at 
25–34, available at http://www.fda.gov/ 
cder/meeting/ozone-dec2007.htm). In 
addition, the NAEPP EPR–3 
recommends against epinephrine’s use 
and recommends that short acting beta- 
2 adrenergic bronchodilators are the 
most effective medication for relieving 
acute bronchospasm.13 

(Comment 3) One comment stated 
that no other bronchodilators attach to 
the same receptors in the lungs as 
epinephrine, apparently suggesting that 

epinephrine has a unique mechanism of 
action and may therefore provide a 
unique therapeutic benefit. 

(Response) Epinephrine is a 
nonselective beta adrenergic 
bronchodilator. Other available 
bronchodilators, including albuterol, are 
selective beta-2 adrenergic 
bronchodilators. Both epinephrine and 
albuterol achieve bronchodilation 
primarily via the beta-2 adrenergic 
receptor; therefore, they both bind to the 
same receptor that causes 
bronchodilation. Accordingly, we 
disagree with the commenter’s 
implication that the OTC epinephrine 
MDIs provide any unique therapeutic or 
other advantage over the available 
alternatives. 

We have carefully considered these 
comments asserting that epinephrine 
MDIs are more effective and/or faster 
acting than other asthma MDIs or 
provide some unique therapeutic 
benefit. However, no data were 
submitted to the Agency as part of this 
rulemaking and the Agency is not aware 
of any data that allow us to reach the 
conclusion that epinephrine provides a 
greater therapeutic benefit than similar 
adrenergic bronchodilators. 

2. Does the OTC Marketing Status of 
Epinephrine MDIs Provide an Important 
Public Health Benefit? 

Our discussion on the public health 
benefit of OTC epinephrine CFC MDIs 
must take into consideration the fact 
that they are marketed OTC, while the 
therapeutic alternatives for epinephrine 
MDIs are prescription drugs. 

(Comment 4) We received several 
comments that expressed concern that 
removing the essential-use designation 
for epinephrine would eliminate an 
OTC asthma treatment option that 
should be available for low-income, 
elderly, and uninsured individuals. 
Several comments asserted that most 
individuals cannot afford private health 
insurance, and that physician visits and 
prescription medications are cost- 
prohibitive. Another comment stated 
that prescription bronchodilators are 
very expensive when compared to 
epinephrine CFC MDIs, and removal of 
the essential-use designation would 
result in increased health care costs. 
Another comment questioned why we 
were removing a product that lowered 
health care costs. We also received three 
comments emphasizing the importance 
of access to an OTC rescue MDI 
available for emergencies. One comment 
further stated that ambulances and 
emergency room visits are more costly 
than epinephrine CFC MDIs. 

(Response) In the proposed rule, we 
recognized that a small population of 
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people with asthma who face barriers to 
health care may derive some benefit 
from having OTC epinephrine MDIs 
available OTC. However, we noted that 
use of programs providing low-cost or 
free prescription drugs and the 
availability of physician samples may 
reduce the number of people with 
asthma who face barriers to health care 
and depend on OTC epinephrine MDIs 
and minimize the adverse impact that 
may result from the absence of OTC 
epinephrine MDIs. In addition, OTC 
epinephrine MDIs are not available 
through low-cost drug plans. 
Prescription drugs obtained through 
these programs can be substantially less 
expensive than OTC epinephrine MDIs 
for people who can and do avail 
themselves of these programs. Finally, 
there are ways patients may modify 
their behavior in order to minimize the 
impact of elimination of OTC 
epinephrine MDIs, including buying 
fewer MDIs to keep in different 
locations. Considering the availability of 
programs providing low-cost or free 
prescription drugs that would allow 
low-income, elderly, and uninsured 
individuals to purchase alternative 
MDIs, and the availability of physician 
samples, we believe that patients will be 
adequately served by alternative MDIs. 

We understand that maintaining 
current valid prescriptions and supplies 
of prescribed drugs is a regular and 
sometimes onerous, but necessary, task 
for many patients with chronic diseases. 
It would certainly be more convenient 
for these patients if some sort of 
therapeutic alternative were available 
OTC. However, there are no OTC 
remedies for most serious diseases. Of 
note, patients with anaphylaxis to bee 
stings or peanuts can face sudden, life- 
threatening attacks if exposed to their 
relevant triggers. Yet epinephrine 
autoinjectors, such as EPIPEN, are not 
OTC products because of considerations 
that include the proper evaluation and 
treatment of such patients so that 
appropriate treatment plans can be 
made. In the proposed rule, we noted 
that no evidence had been presented to 
indicate how asthma differs from other 
serious diseases in a way that 
necessitated having an OTC treatment 
available. We did not receive any 
additional information, either in written 
comments or testimony at the public 
meeting, that contradicted the view 
expressed in the proposed rule that 
asthma is a serious disease, comparable 
to other serious diseases that require 
evaluation and treatment by a health 
care professional, that would enable us 
to reach the conclusion that an OTC 

treatment option for asthma is 
absolutely essential to the public health. 

(Comment 5) One comment stated 
that epinephrine MDIs permit a user to 
visually determine how much 
medication is still in the MDI, 
presumably making it more convenient 
to use than other available substitute 
MDIs. 

(Response) OTC epinephrine MDIs, in 
fact, do not have a dose counter but do 
permit the user to see the amount of 
product remaining in the canister. An 
available therapeutic alternative, 
Ventolin HFA Inhalation Aerosol (Glaxo 
Smith Kline), contains a dose counter to 
track the number of doses remaining. 
Accordingly, this type of feature is not 
unique to OTC epinephrine MDIs. 
Moreover, we do not believe that this 
type of patient convenience would 
provide a basis to conclude that a 
product provides an otherwise 
unavailable health benefit. 

(Comment 6) We received comments 
from patient advocacy and health care 
provider associations stating that self- 
medication of any inhaled medication to 
treat respiratory conditions without any 
clinical input from health care 
professionals to instruct and train the 
user can, in fact, endanger the health of 
the patient. Some comments stated, in 
particular, that epinephrine CFC MDIs 
should be removed from the market 
because they are not recommended by 
the National Heart, Lung, and Blood 
Institute’s asthma treatment guidelines 
(Guidelines for the Diagnosis and 
Management of Asthma) and their OTC 
availability makes it difficult for health 
care professionals to monitor 
asthmatics’ conditions and provide 
appropriate care. A patient advocacy 
group, in a written comment and at the 
December 2007 public meeting, asserted 
that medical professionals generally 
recommend against use of OTC 
epinephrine because asthma is a 
potentially life-threatening condition 
that should not be self-diagnosed or 
treated and because OTC epinephrine 
does not work as well as other 
treatments and has more unwanted side 
effects. 

(Response) In the proposed rule, we 
evaluated the risks of self-treatment of 
asthma against the public health 
benefits that OTC epinephrine MDIs 
may provide. We noted that OTC 
epinephrine MDIs are only indicated for 
mild intermittent asthma and 
acknowledged the importance of 
obtaining a physician’s diagnosis of 
asthma before using an OTC 
epinephrine MDI, as specified in the 
approved OTC epinephrine labeling. In 
addition, we noted the importance of 
patient education on such issues as how 

asthma affects the lungs, the difference 
between medications, consideration of 
environmental control measures, and 
proper use of an MDI. We also noted the 
possible effects of undertreatment of 
asthma, such as more frequent 
symptoms and attacks, missed work and 
school, activity limitations, fewer 
hospitalizations, emergency department 
visits and outpatient visits, a decline in 
lung health and function, and possibly, 
death. Finally, we noted that purchasers 
of OTC epinephrine MDIs who are self- 
treating may not provide important 
information to a health care provider 
that would allow the health care 
provider to accurately assess and advise 
on the patient’s use of asthma inhalers. 

In addition to providing proper 
diagnosis and instructions in the use of 
bronchodilators, health care 
professionals often prescribe additional 
or alternative prescription medications, 
such as inhaled steroids, to certain 
asthma patients who can benefit from 
this therapy. As described in the 
proposed rule, the treatment guidelines 
recommend use of an inhaled 
corticosteroid for treatment in most 
classes of asthma severity: for mild 
persistent asthma, daily use of an 
inhaled corticosteroid (available only by 
prescription) is recommended; if the 
patient has moderate persistent asthma, 
higher doses of inhaled corticosteroids 
and/or inhaled corticosteroids with a 
long-acting adrenergic bronchodilators 
are recommended; and for severe 
persistent asthma, still higher doses of 
inhaled corticosteroids are 
recommended in conjunction with a 
long-acting bronchodilator (available 
only by prescription). Taken properly, 
these drugs can actually improve the 
patient’s condition (i.e., do more than 
just treat symptoms). As noted in the 
proposed rule, proper prescribing and 
use of inhaled steroids significantly 
reduces asthma morbidity. Specifically, 
the proposed rule cited a study of urban 
pediatric patients in which increased 
use of corticosteroids in accordance 
with the treatment guidelines resulted 
in fewer hospitalizations, emergency 
department visits, and outpatient visits. 
However, only patients who are seen by 
a qualified health care provider can 
benefit from this additional therapy. 
Thus, patients who are self-treating with 
OTC remedies will be foregoing such 
additional beneficial treatment. While 
we do not dismiss the impact of 
increased costs of prescription drugs to 
the patient, as discussed above, we 
believe that the general improvement in 
respiratory health that will result 
through consultation with a healthcare 
provider in terms of proper diagnosis, 

VerDate Aug<31>2005 14:43 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00019 Fmt 4700 Sfmt 4700 E:\FR\FM\19NOR1.SGM 19NOR1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S



69540 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

treatment, and patient training in the 
use of MDIs is an important 
consideration. Accordingly, we believe 
that there are clear public health 
benefits that might accrue if fewer 
asthma patients self-diagnose and self 
treat with OTC drugs, including 
epinephrine. 

In the proposed rule, we specifically 
requested comments on the expected 
costs and public health effects if OTC 
epinephrine MDIs were removed from 
the market without a similar product 
being available OTC (72 FR 53711 at 
53724). Other than the comments 
described above, we received no data or 
information in response to our request. 
Because we received no new data or 
information on this issue, and given the 
evidence of significant benefit to asthma 
patients who seek assessment and 
treatment by a professional, rather than 
self-treating, we therefore agree with the 
commenter that the public health 
benefits that would result from 
increased assessment and treatment of 
asthma patients by a health care 
professionals may be significant. 

We recognize that epinephrine MDIs 
may provide some public health 
benefits; however, nothing in this 
rulemaking suggests that continued use 
of OTC epinephrine MDIs provides an 
unavailable important health benefit as 
previously defined. We do not believe 
that we can conclude on the basis of the 
record in this rulemaking that continued 
use of OTC epinephrine MDIs is 
necessary to save lives, to reduce or 
prevent asthma morbidity, or to 
significantly increase patient quality of 
life, particularly given the availability of 
albuterol MDIs as therapeutic 
alternatives, and the possibility that, in 
the absence of the OTC drug product, 
additional patients may seek assessment 
and treatment for their asthma 
conditions from health care 
professionals and reduce their asthma 
morbidity as a result. 

Based on the record in this 
rulemaking, we therefore remain very 
doubtful that the OTC availability of 
epinephrine constitutes an otherwise 
unavailable public health benefit. Given 
that we have already found no technical 
barriers to reformulation of OTC 
epinephrine MDIs under § 2.125(g)(2), a 
finding on the public health benefit 
issue is not necessary to this 
rulemaking, and we decline to make a 
specific finding on that issue in this 
final rule. 

C. Does Use of OTC Epinephrine MDIs 
Release Cumulatively Significant 
Amounts of ODSs Into the Atmosphere 
and Is the Release Warranted Because 
OTC Epinephrine MDIs Provide an 
Otherwise Unavailable Important Public 
Health Benefit? 

As explained in the proposed rule, 
because the three criteria in § 2.125(f)(1) 
are linked by the word ‘‘and,’’ failure to 
meet any single criterion results in a 
determination that the use is not 
essential. Accordingly, because we have 
found in this rule that there are no 
substantial barriers to reformulating the 
product, we are required to find that the 
use of the product is not essential, and 
we do not need to reach a decision on 
the third criterion in § 2.125(f)(1). The 
third criterion in § 2.125(f)(1), provides 
that the essential use must be 
eliminated unless we find either: (a) The 
use of the product does not release 
cumulatively significant amounts of 
ODSs into the atmosphere; or (b) the 
release, although cumulatively 
significant, is warranted in view of the 
otherwise unavailable important public 
health benefit that the use of the drug 
product provides. 

Based on an extensive record dating 
back to the 1970’s, we reached a 
tentative conclusion in the proposed 
rule that the release of ODSs into the 
atmosphere from OTC epinephrine is 
cumulatively significant. We noted that 
the use of CFCs in MDIs for the 
treatment of asthma and COPD is the 
only legal use in the United States of 
newly manufactured CFCs. We noted 
that the environmental impact of 
individual uses of nonessential CFCs 
must not be evaluated independently, 
but rather must be evaluated in the 
context of the overall use of CFCs. 
Cumulative impacts can result from 
individually minor, but collectively 
significant, actions that take place over 
a period of time (40 CFR 1508.7). The 
quantity of CFCs used in OTC 
epinephrine MDIs is a significant 
portion of the total quantity of newly 
manufactured CFCs used, and therefore 
eventually released, in the United 
States. Accordingly, we tentatively 
concluded that any release of CFCs from 
OTC epinephrine MDIs is cumulatively 
significant. (72 FR 53711 at 53715 and 
53724). 

(Comment 7) Several comments 
asserted that CFCs used in epinephrine 
CFC MDIs do not have an adverse 
impact on the environment because the 
CFCs are inhaled rather than released 
into the environment. 

(Response) Nearly all of the CFCs 
inhaled into the lungs from an MDI are 
almost immediately exhaled into the 

environment. The small amounts of 
CFCs absorbed into the body are later 
excreted and exhaled without being 
broken down. Essentially all of the CFCs 
released from an MDI end up in the 
atmosphere with resulting harm to the 
stratospheric ozone layer. 

(Comment 8) A few comments 
asserted that the amount of ODSs 
released from epinephrine CFC MDIs is 
insignificant, and eliminating their use 
would not provide a significant 
environmental benefit. One comment 
also stated that the impact of CFCs on 
the ozone layer is much less than 
previously believed. 

(Response) The United States 
evaluated the environmental effect of 
eliminating the use of all CFCs in an 
environmental impact statement (EIS) in 
the 1970s (see 43 FR 11301, March 17, 
1978) (the 1978 rule). As part of that 
evaluation, FDA concluded that the 
continued use of CFCs in medical 
products posed an unreasonable risk of 
long-term biological and climatic 
impacts (see Docket No. 96N–0057). In 
1990, Congress enacted Title VI of the 
Clean Air Act, which codified the 
decision to fully phase out the use of 
CFCs over time. Congress did not assign 
us the task of determining what amount 
of environmental benefit would result 
from the removal of CFC-containing 
medical devices, diagnostic products, 
drugs, and drug delivery systems from 
the market. Congress did instruct us to 
determine whether such products are 
essential. This rulemaking fulfills that 
obligation with respect to epinephrine 
CFC MDIs. Moreover, as we stated in the 
proposed rule, the release of CFCs from 
epinephrine MDIs is currently 
significant and as the phaseout 
continues throughout the world, the 
significance of the quantities of CFCs 
released by epinephrine MDIs will, 
actually, increase. (72 FR 53715). 

We received no additional comments 
disagreeing with our tentative 
conclusion in the proposed rule that any 
release of CFCs from OTC epinephrine 
MDIs is cumulatively significant, or 
addressing this conclusion in any 
substantive way. We therefore finalize 
our conclusion that any release of an 
ODS into the atmosphere from OTC 
epinephrine MDIs is cumulatively 
significant. However, because we have 
not reached a conclusion on the public 
health benefits of OTC epinephrine 
MDIs, we cannot conduct the balancing 
test to reach a determination as to 
whether the release of CFC ODSs is 
warranted in view of the public health 
benefits. This does not effect the 
ultimate finding in this rulemaking that, 
because there are no significant 
technical barriers to reformulation of the 

VerDate Aug<31>2005 14:43 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00020 Fmt 4700 Sfmt 4700 E:\FR\FM\19NOR1.SGM 19NOR1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S



69541 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

product, OTC epinephrine MDIs are no 
longer an essential use of ODSs and 
should be removed from the list of 
essential uses in § 2.125(e). 

D. Effective Date 
We proposed an effective date for 

removal of the essential-use designation 
for OTC epinephrine MDIs of December 
31, 2010, and we solicited comments on 
this proposed effective date. We 
received a number of comments on the 
effective date and on the related issue of 
insuring adequate time to transition 
patients who use OTC epinephrine 
MDIs to non-CFC alternatives. After 
considering the comments, we were 
persuaded that December 31, 2011, 
rather than December 31, 2010, as 
proposed, is a more appropriate 
effective date for this rule. The 
December 31, 2011 date provides 
additional time to disseminate 
information about the transition to OTC 
epinephrine MDI users and allows these 
individuals more time to transition to 
appropriate non-CFC alternatives. It also 
allows sufficient time for manufacturers 
to increase production of albuterol HFA 
MDIs to ensure adequate supplies of 
albuterol HFA MDIs for all patients who 
need them, including current OTC 
epinephrine MDI users who transition 
to albuterol HFA MDIs. Finally, while 
the availability of a non-CFC OTC 
replacement product for the OTC 
epinephrine MDIs is not necessary for 
this rulemaking, we believe a December 
31, 2011, effective date gives sufficient 
time for the development of a non-CFC 
formulation of epinephrine MDIs and 
processing of an application for new 
drug approval for a drug that was 
previously the subject of an approved 
application and is being submitted for 
approval with a new formulation. In our 
responses to the comments below, we 
further explain the basis for our 
decision to extend the effective date by 
one year from that proposed. 

(Comment 9) One comment urged an 
effective date of December 31, 2008, 
because all essential uses that destroy 
the ozone layer, including epinephrine, 
should be totally banned. 

(Response) We disagree with this 
comment that a 2008 effective date 
would be appropriate. FDA has been 
committed to a vigorous and consistent 
policy of limiting the production, use, 
and importation of CFCs. In this regard, 
we have already removed, or proposed 
to remove, the essential-use designation 
for a number of drugs, including 
albuterol MDIs. See 70 FR 17168 (Apr. 
4, 2005), 71 FR 70870 (Dec. 7, 2006), as 
confirmed at 72 FR 20942 (Apr. 27, 
2007), 72 FR 32030 (June 11, 2007). We 
agree with the commenter that CFC- 

containing medical products should 
eventually be completely phased out. 
However, in addition to considering the 
environmental impact of CFCs, it is 
important to balance public health 
issues related to eliminating a treatment 
option for certain individuals with 
serious health concerns. In determining 
an appropriate effective date, we must 
provide sufficient time to permit an 
orderly transition for patients who rely 
on these drugs. Accordingly, we decline 
to follow the recommendation of this 
commenter that we adopt an earlier 
effective date of December 31, 2008. We 
believe that the effective date (see the 
DATES section of this document) that we 
are establishing in this final rule 
appropriately balances our duty to 
protect the public health and our 
various legal obligations as described 
elsewhere in this rule. 

(Comment 10) We received a number 
of comments in support of the proposed 
December 31, 2010, effective date. One 
comment from a manufacturer of 
epinephrine CFC MDIs expressed 
disappointment in FDA’s proposal to 
remove the essential-use designation for 
epinephrine but agreed that the 
proposed effective date of December 31, 
2010, is required to provide consumers 
with sufficient time to transition to 
other asthma treatments. One comment 
from a patient advocacy organization 
supported our proposed effective date of 
December 31, 2010, on the basis that 
epinephrine CFC MDIs do not provide 
a public health benefit, are not 
recommended by the National 
Guidelines for the Diagnosis and 
Management of Asthma, and do not 
meet the criteria for essential-use 
exemptions. 

(Comment 11) Several comments 
urged us to adopt a later 
implementation date than that 
proposed. One comment asked that we 
set an effective date that allows 
reasonable time to develop a non-CFC 
replacement for epinephrine CFC MDIs. 
One comment asked FDA to encourage 
pharmaceutical companies to develop a 
non-CFC formulation for epinephrine 
CFC MDIs. Two comments urged that 
we work with manufacturers to develop 
an inhaler that does not contain CFCs. 
A manufacturer of OTC epinephrine 
MDIs submitted two comments that 
both stated that it is in the process of 
transitioning to a new propellant and 
projects that it will not be ready to 
commercially produce and legally 
distribute a non-CFC alternative until 
2011. This manufacturer believes that it 
will be able to meet current market 
demand for epinephrine MDIs and 
transition to a non-CFC formulation by 
December 31, 2011, and therefore 

requested that FDA set an effective date 
of December 31, 2011. 

One comment was concerned that 
there would be inadequate time to 
transition patients to CFC-free MDIs. 
The comment urged FDA to begin 
proactive planning immediately to 
transition patients to available CFC-free 
alternatives by collecting relevant data 
regarding production capacity and 
supply from manufacturers of CFC-free 
alternatives, actively exploring 
opportunities with the manufacturers of 
both CFC epinephrine drugs and of the 
CFC-free alternatives on possible means 
to promote timely and effective patient 
education, and by obtaining relevant 
information on patient assistance 
programs available from MDI 
manufacturers. 

(Response) As stated above, we 
carefully evaluated the comments 
submitted in response to the 2007 
proposed rule and have determined that 
an effective date of December 31, 2011, 
is appropriate for the removal of the 
essential-use designation for 
epinephrine. While we believe that the 
presence of a non-CFC replacement for 
the epinephrine product may be 
convenient for users and a December 31, 
2011 effective date allows a reasonable 
time to permit the development of a 
non-CFC replacement, we do not believe 
it is necessary for the purposes of this 
rulemaking. Currently, there are 
adequate non-CFC alternatives available 
in the form of HFA albuterol MDIs 
which are marketed as prescription 
drugs. Both albuterol and epinephrine 
MDIs are in the same therapeutic class 
(adrenergic bronchodilators), and 
albuterol MDIs are therapeutic 
alternatives to epinephrine. The 
effective date we are establishing for the 
removal of the essential-use designation 
for epinephrine provides an additional 
year for manufacturers to scale up 
production of albuterol HFA MDIs and 
will help ensure that there will be 
adequate supplies of albuterol HFA 
MDIs for all patients who need them, 
including those now using epinephrine 
MDIs. In choosing December 31, 2011, 
rather than 2010, as the effective date of 
this rule, we are providing additional 
assurance that adequate supplies and 
production capacity of albuterol HFA 
MDIs will exist by that time. 

In addition, in the event a non-CFC 
formulation of epinephrine MDI is not 
developed, the December 31, 2011, date 
will allow adequate time to transition 
patients using epinephrine MDIs to 
albuterol MDIs. We believe that 
educating patients and health care 
providers about the transition to other 
asthma treatments is very important to 
an orderly and safe transition of patients 
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currently using OTC epinephrine. The 
need to ensure that we have permitted 
sufficient time for patient education for 
transitioning from OTC epinephrine 
CFC MDIs to an appropriate non-CFC 
substitute was an important factor in 
our decision to extend the proposed 
effective date by 1 year in this final rule, 
to December 31, 2011. Because 
epinephrine CFC MDIs are sold OTC, 
many purchasers do not interact with a 
doctor, pharmacist, or other health care 
provider who would normally 
disseminate information about the 
transition. Therefore, additional 
avenues of communication will be 
needed to communicate information to 
users about the transition away from 
OTC epinephrine CFC MDIs. For 
example, some OTC epinephrine CFC 
MDI users may need information to help 
them select a physician, and some may 
need time to find and avail themselves 
of free or low-cost health care and 
prescription drug programs. We realize 
that it will take some time to prepare 
and distribute educational materials 
before the final transition begins. The 
additional year from the proposed date 
of December 31, 2010, will provide for 
a longer transition period and ensure 
there is adequate time to disseminate 
transition information to OTC 
epinephrine CFC MDI users and 
sufficient time for these users to 
transition to an appropriate non-CFC 
substitute. Although we are cognizant of 
the environmental benefits and 
associated public health benefits of 
removing the essential-use designation 
of OTC epinephrine MDIs, as we 
discussed in reference to comments 
supporting such removal, we are equally 
cognizant of the treatment needs of 
asthma patients and the need to provide 
an adequate period of time for 
transition. In determining the 
appropriate length of the phase-out, we 
have also taken into account our recent 
experience with the on-going phase-out 
of CFC-containing albuterol products. 
While we are confident that the 
albuterol phase-out remains on track, 
given the fact that patients here may 
have additional decisions to make, in 
that they may need to both find a health 
care provider and switch to a drug with 
a different active moiety, we believe the 
additional year from that proposed is 
necessary to permit an orderly transition 
with minimal disruptions to patients 
currently using OTC epinephrine MDIs. 

We will actively monitor the 
transition to CFC-free alternatives. 
Anyone who wishes to discuss a 
cooperative educational effort with the 
Department of Health and Human 
Services (HHS) and FDA should contact 

FDA or the Office of the Secretary of 
HHS. 

In sum, we believe the effective date 
(see the DATES section of this 
document), provides for the phase-out 
of OTC epinephrine CFC MDIs in a 
manner that is consistent with our duty 
to protect the public health while still 
meeting our obligations under the Clean 
Air Act and Montreal Protocol. 

E. Additional Comments on 
Miscellaneous Issues 

(Comment 12) One comment from an 
international governmental organization 
asked that the final rule consider 
Decision VIII/10(1), regarding actions to 
promote industry’s participation in a 
smooth and efficient transition away 
from CFC-based MDIs, including a 
request for companies to demonstrate 
research and development of 
alternatives to CFC MDIs, and Decision 
XIX/13(3), reached at the 19th Meeting 
of the Parties to the Montreal Protocol, 
regarding requests to companies for a 
commitment to reformulate products. 

(Response) In order to remove the 
essential-use designation for a particular 
moiety, we are obligated to follow the 
procedures and criteria in § 2.125 of 
FDA regulations. The Decisions cited by 
the comment are not criteria listed in 
§ 2.125(f); however, we believe that our 
actions in this area, including this 
rulemaking, are consistent with the 
general principles expressed in the 
Decisions cited by the comment. 

(Comment 13) One comment from a 
nurse anesthetist supported the removal 
of the essential use for epinephrine CFC 
MDIs, but was concerned that albuterol 
MDIs remain necessary in the operating 
room. 

(Response) This rulemaking is limited 
to removing the essential-use 
designation for epinephrine MDIs, 
which are currently marketed OTC, as 
PRIMATENE MIST, and as private label 
generics. This rulemaking does not 
affect any albuterol MDIs, which were 
the subject of a separate rulemaking that 
was completed in 2005 (70 FR 17168). 

(Comment 14) One comment 
supported the phase-out of epinephrine 
CFC MDIs but recommended making 
albuterol HFA MDIs available without a 
prescription. 

(Response) We have noted several 
times throughout this document that, in 
general, asthma is a chronic 
inflammatory disease of the airways that 
should be managed under the care and 
supervision of a health care provider. 
Consistent with this, even current OTC 
labeling for epinephrine MDIs directs 
patients to use the product only after 
they have first consulted a physician 
and received an appropriate asthma 

diagnosis, which is somewhat unique 
labeling for an OTC drug and reflects 
the importance of using these products 
with appropriate professional 
supervision. If a sponsor of an albuterol 
HFA MDI were to submit an application 
to FDA to switch the marketing status of 
an albuterol MDI to OTC, as with all 
NDAs, FDA would review the 
supporting data submitted with the 
application and determine whether the 
switch to OTC marketing status was 
appropriate. United States and 
international committees have provided 
guidelines for the management of 
asthma (NAEPP EPR–3 (Ref.2) and 
Global Strategy for Asthma Management 
and Prevention, Global Initiative for 
Asthma (GINA), 2007 (Ref. 3)) which 
recognize the importance of health care 
providers in the management of asthma. 

F. Conclusions 

We have concluded the following: 
The pharmaceutical industry has had 

success in formulating similar moieties 
without ODSs. In particular, HFA MDIs 
containing albuterol, a close chemical 
analog of epinephrine, have been 
approved by FDA. We have no evidence 
to suggest that formulating epinephrine 
in a product that does not release ODSs 
poses unique technical challenges. 
Therefore, we conclude that no 
substantial technical barriers exist to 
formulating an epinephrine inhaler 
without ODSs. 

We have therefore concluded that oral 
pressurized MDIs containing 
epinephrine are no longer an essential 
use of ODSs and should be removed 
from the list of essential uses in 
§ 2.125(e). 

VI. Environmental Impact 

The agency has carefully considered 
the potential environmental effects of 
this action. FDA has concluded that the 
action will not have a significant impact 
on the human environment, and that an 
environmental impact statement is not 
required. The agency’s finding of no 
significant impact and the evidence 
supporting that finding, contained in an 
environmental assessment, may be seen 
in the Division of Dockets Management 
(see ADDRESSES) between 9 a.m. and 4 
p.m., Monday through Friday. Under 
FDA’s regulations implementing the 
National Environmental Policy Act (21 
CFR part 25), an action of this type 
would require an environmental 
assessment under 21 CFR 25.31a(a). 

VII. Analysis of Impacts 

A. Introduction 

FDA has examined the impacts of the 
final rule under Executive Order 12866 
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and the Regulatory Flexibility Act (5 
U.S.C. 601–612), and the Unfunded 
Mandates Reform Act of 1995 (Public 
Law 104–4). Executive Order 12866 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety, 
and other advantages; distributive 
impacts; and equity). The agency 
believes that this final rule is an 
economically significant regulatory 
action under the Executive order. 

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. Because known producers of 
OTC epinephrine CFC MDIs are not 
small entities and because of the 
likelihood that the final rule will not 
impose compliance costs, the agency 
certifies that the final rule will not have 
a significant economic impact on a 
substantial number of small entities. 

Section 202(a) of the Unfunded 
Mandates Reform Act of 1995 requires 
that agencies prepare a written 
statement, which includes an 
assessment of anticipated costs and 
benefits, before proposing ‘‘any rule that 
includes any Federal mandate that may 
result in the expenditure by State, local, 
and tribal governments, in the aggregate, 
or by the private sector, of $100,000,000 
or more (adjusted annually for inflation) 
in any one year.’’ The current threshold 
after adjustment for inflation is $130 
million, using the most current (2007) 
Implicit Price Deflator for the Gross 
Domestic Product. This final rule may 
result in a 1-year expenditure that 
would meet or exceed this amount. 

The Congressional Review Act 
requires that regulations that have been 
identified as being major must be 
submitted to Congress before taking 

effect. This rule is major under the 
Congressional Review Act. 

This final rule will prohibit sales of 
OTC epinephrine CFC MDIs in 
interstate commerce after December 31, 
2011. If a non-CFC alternative is not 
available OTC by that time, this would 
force users to either visit a physician 
and get a prescription for an alternative 
drug product such as albuterol or to self- 
medicate with less effective therapies. 
Because OTC epinephrine CFC MDIs are 
widely regarded by physicians and 
people with asthma as the most effective 
relief medication for asthma available 
OTC, if users of these MDIs choose to 
self-medicate, they will be more likely 
to require hospitalization or an 
emergency department visit. 
Alternatively, if they choose to see a 
physician to obtain a prescription for 
albuterol, the OTC epinephrine CFC 
MDI users, or their insurers, will have 
to pay more, not only for visits to the 
physician, but also for more expensive 
drugs. More physician visits, however, 
may lead current OTC epinephrine MDI 
users to increase their use of 
prescription control medication, such as 
inhaled corticosteroids, which should 
decrease their likelihood of both asthma 
attacks and hospital visits. We have no 
data suggesting whether current OTC 
epinephrine MDI users are more likely 
to self-medicate or to visit a physician 
and get an albuterol MDI prescription 
once OTC epinephrine MDIs are no 
longer available. We therefore focus on 
scenarios where, if OTC epinephrine 
MDIs are no longer available, all current 
OTC epinephrine MDI users either self- 
medicate with other products such as 
herbal supplements, caffeine, and OTC 
ephedrine, or visit a physician to obtain, 
and fill, prescriptions for albuterol 
MDIs. These extreme scenarios offer 
plausible bounds for estimating the 
costs and benefits resulting from this 
final rule and regulatory alternatives 
assuming that no OTC non-CFC 

formulation of epinephrine MDIs is 
available. 

If an OTC non-CFC formulation of 
epinephrine MDIs were approved by 
FDA, the impacts of this final rule 
would largely depend on the difference 
in price of currently available CFC- 
based MDIs and the new non-CFC 
formulation. According to ACNielsen 
data (Ref. 10) for the 52 weeks ending 
September 9, 2006, adjusted for sales 
through Wal-Mart, the average price of 
OTC epinephrine MDIs is $13.29 and 
annual retail sales of OTC epinephrine 
MDIs are roughly $60 million in the 
United States. We assume that a newly 
approved non-CFC epinephrine MDI 
would be branded with no generic 
alternatives. If we assume that the 
average price of the new branded non- 
CFC alternatives to be roughly the same 
as the current price of branded 
epinephrine MDIs of about $14.50, we 
estimate a 9 percent increase in annual 
expenditures on OTC epinephrine, or an 
increase of roughly $5 million. 

CFCs available for production of OTC 
epinephrine MDIs may be exhausted 
prior to the effective date of this final 
rule if the United States is unable to 
obtain an essential-use allocation for 
CFCs under the Montreal Protocol for 
use in OTC epinephrine MDIs through 
2011. If so, this final rule may not have 
any significant impacts. To the extent 
that CFCs for production of OTC 
epinephrine MDIs remain available, we 
estimate this final rule will have the 
impacts summarized below. As the 
estimates do not include the positive 
public health effects of improved 
medical care for asthma and ignores the 
likelihood of an HFA-based substitute, 
they should be viewed as upper bounds 
on net costs. If FDA were to approve an 
OTC version of an HFA-based 
substitute, consumers would not need to 
choose between self-medication and 
visiting a physician and the estimated 
impacts, as illustrated in the example 
above, would be far smaller. 

TABLE 1.—SUMMARY OF ANNUAL QUANTIFIABLE EFFECTS OF THE FINAL RULE, ASSUMING CFCS FOR PRODUCTION OF 
OTC EPINEPHRINE MDIS REMAIN AVAILABLE 

Increased Health 
Care Expenditure, in 

2007 Dollars 

Increased Emer-
gency Department 
Visits for Asthma 

Increased Hos-
pitalizations for 

Asthma 

Reduced CFC Emis-
sions from Phase- 

Out (tonnes) 

If current OTC epinephrine MDI users self-medi-
cate 

$350 million to $1.1 
billion 

0 to 440,000 40,000 to 120,000 70 

If current OTC epinephrine MDI users visit their 
physician for prescription albuterol (excluding 
controller medication) 

$180 million to $355 
million 

70 

We are unable to estimate 
quantitatively the reductions in skin 

cancers, cataracts, and environmental 
harm that may result from the reduction 

in CFC emissions by roughly 70 tonnes 
during these years. Although we cannot 
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estimate quantitatively the public health 
effects of the phase-out, based on a 
qualitative assessment, the agency 
concludes that the benefits of this 
regulation justify its costs. 

We state the need for the regulation 
and its objective in section VII.B of this 
document. Section C of this document 
provides background on CFC depletion 
of stratospheric ozone, the Montreal 
Protocol, the OTC epinephrine MDI 
market, and the health conditions that 
epinephrine is used to treat. We analyze 
the benefits and costs of the rule, 
including effects on government 
outlays, in section VII.D of this 
document. We assess alternative dates 
in section VII.E of this document, and 
discuss sensitivity analysis in section 
VII.F of this document. We present an 
analysis of the effects on small business 
in a regulatory flexibility analysis in 
section VIII of this document. We 
discuss our conclusions in section VII.G 
of this document. 

B. Need for Regulation and the 
Objective of This Rule 

This regulation responds to U.S. 
obligations under the Montreal Protocol, 
as well as the requirements of the Clean 
Air Act. The Montreal Protocol itself 
recognizes that the regulation of ODSs is 
necessary because private markets are 
very unlikely to preserve levels of 
stratospheric ozone sufficient to protect 
the public health. In private markets, 
individual users of CFC MDIs have no 
significant private incentive to switch to 
non-ozone-depleting products because 
under current regulations the 
environmental and health costs of 
ozone-depleting products are external to 
users. Moreover, should MDI users 
voluntarily internalize these costs by 
switching to alternative products, they 
would not receive the benefits of their 
actions. Each user would bear all of the 
costs and virtually none of the benefits 
of such a switch, as the environmental 
and health benefits would tend to be 
distributed globally and occur decades 
in the future. Thus, the outcome of an 
unregulated private market would be 
the continued use of CFC MDIs, even if 
the social value of reducing emissions 
were clearly much greater than the price 
premium for non-ozone-depleting 
therapies. 

An objective of this final rule is to 
respond to the obligations under the 
Montreal Protocol requiring the United 
States to reduce atmospheric emissions 
of ODSs, specifically CFCs. CFCs and 
other ODSs deplete the stratospheric 
ozone that protects the Earth from 
ultraviolet solar radiation. We are 
ending the essential-use designation for 
ODSs used in MDIs containing 

epinephrine because we have concluded 
that no substantial technical barriers 
exist to formulating epinephrine in a 
product that does not release ODSs. 
Removing this essential-use designation 
will reduce emissions that deplete 
stratospheric ozone. 

C. Background 

1. CFCs and Stratospheric Ozone 

During the 1970s, scientists became 
aware of a relationship between the 
level of stratospheric ozone and 
industrial use of CFCs. Ozone (O3), 
which causes respiratory problems 
when it occurs in elevated 
concentrations near the ground, shields 
the Earth from potentially harmful solar 
radiation when it is in the stratosphere. 
Excessive exposure to solar radiation is 
associated with adverse health effects, 
such as skin cancer and cataracts, as 
well as adverse environmental effects. 
Emissions of CFCs and other ODSs 
reduce stratospheric ozone 
concentrations through a catalytic 
reaction, thereby allowing more solar 
radiation to reach the Earth’s surface. 
Because of this effect and its 
consequences, environmental scientists 
from the United States and other 
countries advocate ending all uses of 
these chemicals. 

2. The Montreal Protocol 

The international effort to craft a 
coordinated response to the global 
environmental problem of stratospheric 
ozone depletion culminated in the 
Montreal Protocol, an international 
agreement to regulate and reduce 
production of ODSs. The Montreal 
Protocol is described in section I.B.2 of 
this document. One hundred and 
ninety-three countries have now ratified 
the Montreal Protocol, and the overall 
usage of CFCs has been dramatically 
reduced. In 2007, global production of 
CFCs totaled about 11,000 tonnes, down 
from base year levels exceeding 1.1 
million tonnes (Ref. 4). This decline 
amounts to more than a 99-percent 
decrease in production and is a key 
measure of the success of the Montreal 
Protocol. Within the United States, use 
of ODSs, and CFCs in particular, has 
fallen sharply—production and 
importation of CFCs in 2007 was less 
than 1 percent of 1986 production and 
importation (Ref. 4). 

A relevant aspect of the Montreal 
Protocol is that production of CFCs in 
any year by any country is generally 
banned after the phase-out date unless 
the Parties to the Montreal Protocol 
agree to designate the use for which the 
CFCs are produced as ‘‘essential’’ and 
approve a quantity for that use. 

Each year, each Party nominates the 
amount of CFCs needed for each 
essential use and provides the reason 
such use is essential. Agreement on both 
the essentiality and the amount of CFCs 
needed for each nominated use has been 
reached by consensus at the annual 
Meeting of the Parties. 

3. Benefits of the Montreal Protocol 
EPA has generated a series of 

estimates of the environmental and 
public health benefits of the Montreal 
Protocol (Ref. 5). The benefits include 
reductions of hundreds of millions of 
nonfatal skin cancers, 6 million fewer 
fatalities due to skin cancer, and 27.5 
million cataracts avoided between 1990 
and 2165 if the Montreal Protocol were 
fully implemented. EPA estimates the 
value of these and related benefits to 
equal $4.3 trillion in present value 
when discounted at 2 percent over the 
period of 175 years. This amount is 
equivalent to about $6 trillion after 
adjusting for inflation between 1990 and 
2004. This estimate includes all benefits 
of total global ODS emission reductions 
expected from the Montreal Protocol 
and is based on reductions from a 
baseline scenario in which ODS 
emissions would continue to grow for 
decades but for the Montreal Protocol. 

4. Characteristics of Asthma 
OTC epinephrine MDIs are used to 

treat asthma, a chronic respiratory 
disease characterized by episodes or 
attacks of bronchospasm on top of 
chronic airway inflammation. These 
attacks can vary from mild to life- 
threatening and involve shortness of 
breath, wheezing, cough, or a 
combination of symptoms. Many 
factors, including allergens, exercise, 
and viral infections may trigger an 
asthma attack. 

Early release data from the first 9 
months of the 2006 NHIS indicate that 
8.0 percent of people in the United 
States have asthma (Ref. 6, fig. 15.5). 
The prevalence of asthma decreases 
with age, with the prevalence being 9.5 
percent for children ages 0 to 14, 
compared to 7.8 percent for persons 
ages 15 to 34, and 7.4 percent for adults 
ages 35 and over (Ref. 6, fig. 15.5). 

The early release data from the first 6 
months of the 2006 NHIS also indicate 
4.2 percent of Americans had an asthma 
episode in the previous 12 months, with 
5.5 percent of children under age 14, 3.6 
percent of persons ages 15 to 34, and 4.0 
percent of adults over age 35 reporting 
episodes (Ref. 6, fig. 15.2). 

According to data from the National 
Ambulatory Medical Care Survey, in 
2004 there were about 15 million 
outpatient asthma visits to physician 
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14 At the NDAC/PADAC meeting, Wyeth 
presented estimates that 15 to 20 percent of adults 
with asthma use OTC epinephrine (Wyeth slide 32). 
Applying these percentages to the number of adults 
who have asthma, Wyeth estimated that 2 to 3 
million people used OTC epinephrine MDIs at any 
given time. Wyeth appears to have made a mistake. 
If we look at the 1993 ACNielsen study (Wyeth 
slide 29) where the study population was adults, it 
appears that Wyeth compared the number of 
respondents who reported using an OTC asthma 
drug (557) to the number of respondents who 
reported having an asthma incident in the previous 
12 months (2,713). If we divide 557 by 2,713 we get 
0.205 or 20 percent. The number of adults who have 
asthma is substantially higher than the numbers 
who have had an asthma incident in the previous 
12 months; for 2004 the numbers are 14.4 million 
and 7.7 million adults. Applying 15 to 20 percent 
to the number of adults with asthma would result 
in a significant inflation of the number of OTC 
epinephrine MDI users. Applying 15 to 20 percent 
to the number of adults who have had an asthma 
incident in the previous 12 months provides an 
estimate of 1.7 to 2.3 million people using OTC 
epinephrine MDIs. We believe that this estimate is 
more accurate than Wyeth’s estimate of 2 to 3 
million OTC epinephrine MDI users. 

15 The 15 to 20 percent figures were derived, in 
part, from comparing the number of purchasers of 
OTC epinephrine MDIs to the number of adults 
suffering an asthma incident in the previous 12 
months. 

16 Retail sales data from drug stores and 
supermarkets provided by ACNielsen do not 
include retail sales data from Wal-Mart because 
Wal-Mart does not participate in ACNielsen 
surveys. 

offices and hospital clinics and 1.8 
million emergency department visits 
(Ref. 7, table 19). According to data from 
the National Center for Health Statistics: 
National Hospital Discharge Survey, 
there were 497,000 hospital admissions 
for asthma in 2004 (Ref. 7, table 16) and 
4,099 mortalities in 2003 (Ref. 7, table 
1). The estimated direct medical cost of 
asthma (hospital services, physician 
care, and medications) was $11.5 billion 
in 2004 (Ref. 7, table 20). 

We estimate that OTC epinephrine 
MDI users make roughly 280,000 to 
370,000 visits to emergency 
departments and require roughly 75,000 
to 100,000 hospitalizations annually. 
We know of no data or study suggesting 
OTC epinephrine MDI users differ from 
other people with asthma in their risk 
of requiring emergency department 
visits or hospitalizations. In a published 
study of 601 people with asthma (Ref. 
8), the authors did not find any 
evidence that epinephrine users are 
more likely to visit emergency 
departments or to require 
hospitalization than people with asthma 
who do not use epinephrine. On the 
other hand, we know of no data 
suggesting that OTC epinephrine MDI 
users are less likely to visit emergency 
departments or require hospitalization. 
As described in section V.B.2.b of the 
proposed rule, we estimate that 1.7 to 
2.3 million people with asthma use OTC 
epinephrine MDIs. This estimate is 
based on data provided by Wyeth, 
although Wyeth reached a different 
conclusion based on the same 
numbers.14 Assuming 1.7 to 2.3 million 
people with asthma are OTC 
epinephrine MDI users, and that they 
require emergency department visits 
and hospitalization in proportion to 

their share of the population, OTC 
epinephrine MDI users account for 
roughly 280,000 to 370,000 emergency 
department visits annually [15 percent 
of 1.8 million = 280,000; 20 percent of 
1.8 million = 370,000] and 75,000 to 
100,000 hospitalizations annually [15 
percent of 497,000 = 75,000; 20 percent 
of 497,000 = 100,000].15 

While the prevalence of asthma (the 
percent of the population diagnosed 
with asthma) has been increasing in 
recent years, CDC reports that the 
incidence of asthma (the rate of new 
diagnoses) has remained fairly constant 
since 1997 (Ref. 9). Non-Hispanic 
Blacks, children under 17 years old, and 
females have higher incidence rates 
than the general population and also are 
more likely to have had an attack of 
asthma in the previous 12 months. The 
CDC notes that although increases have 
occurred in the numbers and rates of 
physician office visits, hospital 
outpatient visits, and emergency 
department visits, these increases are 
accounted for by the increase in 
prevalence. The CDC also notes that 
asthma mortality and asthma 
hospitalization rates were declining and 
stated that these downward trends 
might indicate early successes by 
asthma intervention programs. 

5. Current U.S. Market for OTC 
Epinephrine MDIs 

We estimate that 1.7 million to 2.3 
million consumers purchase roughly 4.5 
million OTC epinephrine MDIs in the 
United States each year, at an average 
price of $13.29 per MDI. 

Based on data from ACNielsen for the 
52 weeks ending September 9, 2006 
(Ref. 10), we estimate 3.5 million OTC 
epinephrine MDIs are sold in the United 
States annually, excluding sales through 
Wal-Mart Stores, Inc. (Wal-Mart).16 
Wyeth estimates roughly 25 percent of 
OTC medications such as PRIMATENE 
MIST, a branded OTC epinephrine MDI 
product, are sold through Wal-Mart 
annually (Wyeth slide 32), implying a 
total market of roughly 4.5 million OTC 
epinephrine MDIs sold annually. This is 
equivalent to 1.3 billion inhalations per 
year, or 146 million days of therapy (at 
9 inhalations per day, the highest 
recommended long-term dose). 

Based on ACNielsen data (Ref. 10) for 
the 52 weeks ending September 9, 2006, 

adjusted for sales through Wal-Mart, we 
estimate OTC epinephrine MDI sales 
amount to roughly $60 million in the 
United States annually and the average 
U.S. retail price of OTC epinephrine 
MDIs is $13.29, equivalent to roughly 
$0.41 per day of therapy. 

According to American Lung 
Association reports derived from the 
National Center for Health Statistics’ 
2004 NHIS (Ref. 7, table 10), 11.6 
million individuals reported having had 
an asthma attack in the last 12 months. 
According to Wyeth Pharmaceuticals 
(Wyeth slide 32), 15 to 20 percent of 
adults with asthma who have had an 
asthma attack in the previous 12 months 
use OTC epinephrine MDIs. As we 
discussed in section V.B.2.b of the 
proposed rule, we estimate that 1.7 to 
2.3 million people with asthma use OTC 
epinephrine MDIs. Each of these users, 
on average, purchases roughly 1.9 to 2.6 
OTC epinephrine MDIs each year [4.5 
million MDIs ÷ 1.7 million users = 2.6 
MDIs per user per year; 4.5 million 
MDIs ÷ 2.3 million users = 1.9 MDIs per 
user per year]. 

We estimate 600,000 to 1.3 million 
OTC epinephrine MDI users do not 
regularly use prescription asthma 
products. According to Wyeth 
Pharmaceuticals, somewhere between 
43 percent (Wyeth slide 33) and two- 
thirds (Wyeth slide 32) of OTC 
epinephrine MDI users also use 
prescription drugs for treatment of their 
asthma. This implies that 600,000 to 1.3 
million OTC epinephrine MDI users do 
not use prescription asthma medicine 
[1,752,653 x .33 = 578,375; 2,336,871 x 
.57 = 1,332,016]. 

D. Benefits and Costs of the Final Rule 
We estimate the benefits and costs of 

government action relative to a baseline 
scenario that, in this case, is a 
description of the production, use, and 
access to OTC epinephrine MDIs in the 
absence of this final rule. Our approach 
is the same as used in the proposed rule 
(see 72 FR 53711), except that we are 
using a phase-out date of December 31, 
2011, and not December 31, 2010. In 
this section we first describe such a 
baseline, and then present our analysis 
of the benefits of the rulemaking. We 
also present an analysis of the most 
plausible regulatory alternatives, given 
the Montreal Protocol. Next, we turn to 
the costs of the rulemaking and to an 
analysis of the effects on the Medicare 
and Medicaid programs. 

1. Baseline Conditions 
We developed baseline estimates of 

future conditions to assess the economic 
effects of prohibiting marketing of OTC 
epinephrine MDIs after December 31, 
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17 Even if there is no essential-use allocation 
under the Montreal Protocol for the year 2011, 
production of epinephrine CFC MDIs would likely 
continue well into the year with manufacturers 
using preexisting stocks of CFCs. 

2011. This date is 1 year later than what 
was used in the proposed rule. It is 
standard practice to use, as a baseline, 
the state of the world without the 
rulemaking in question, or where the 
rulemaking implements a legislative 
requirement, the world without the 
statute. For this final rule, we make the 
baseline assumption that it is 
questionable whether the United States 
would be able to obtain an essential-use 
allocation for CFCs for the manufacture 
of OTC epinephrine MDIs under the 
Montreal Protocol for 2011.17 To the 
extent that new CFCs for production of 
OTC epinephrine MDIs remain available 
past that date, we estimate this 
rulemaking will have quantifiable 
impacts as summarized in table 1 of this 
document. If CFCs for the production of 
OTC epinephrine MDIs are no longer 
available by the end of 2011, this rule 
will have no impact. 

2. Benefits of the Final Rule 
The benefits of this final rule include 

environmental and public health 
improvements from protecting 
stratospheric ozone by reducing CFC 
emissions by roughly 70 tonnes 
annually. Benefits also include 
expectations of increased returns on 
investments in environmentally friendly 
technology, reduced risk of unexpected 
disruption of supply of OTC 
epinephrine MDIs, and continued 
international cooperation to comply 
with the spirit of the Montreal Protocol, 
thereby potentially reducing future 
emissions of ODSs throughout the 
world. 

Failure to promulgate this rule may 
lead the Parties to the Montreal Protocol 
to consider restrictions on access to the 
CFCs required to manufacture these 
OTC epinephrine MDI products, which 
could create the risk of removal of these 
products without adequate time for a 
deliberate and planned transition from 
the market. 

a. Reduced CFC emissions. 
Withdrawal of OTC epinephrine MDIs 
from the market will reduce CFC 
emissions by approximately 70 tonnes 
per year. Current CFC inventories are 
substantial. Nominations for new CFC 
production are generally approved by 
the Parties to the Montreal Protocol 2 
years in advance. The final rule will ban 
marketing of OTC epinephrine CFC 
MDIs after December 31, 2011. There is 
some uncertainty with respect to the 
amount of inventory that will be 
available in the future, but the United 

States’ ability to obtain an essential-use 
allocation for CFCs for the manufacture 
of OTC epinephrine MDIs in 2011 is 
questionable. 

In an evaluation of its program to 
administer the Clean Air Act, EPA has 
estimated that the benefits of controlling 
ODSs under the Montreal Protocol are 
the equivalent of $6 trillion in 2004 
dollars. However, EPA’s report provides 
no information on the total quantities of 
reduced emissions or the incremental 
value per tonne of reduced emissions. 
EPA derived its benefits estimates from 
a baseline that included continued 
increases in emissions in the absence of 
the Montreal Protocol. We have 
searched for authoritative scientific 
research that quantifies the marginal 
economic benefit of incremental 
emission reductions under the Montreal 
Protocol, but have found none 
conducted during the last 10 years. As 
a result, we are unable to quantify the 
environmental and human health 
benefits of reduced emissions from this 
regulation. Such benefits, in any event, 
were included in EPA’s earlier estimate 
of benefits. 

The reduction of CFC emissions 
associated with removing OTC 
epinephrine CFC MDIs from the U.S. 
market represents only a fraction of 1 
percent of total global CFC emissions. 
Current allocations of CFCs for OTC 
epinephrine MDIs account for less than 
0.1 percent of the total 1986 global 
production of CFCs (Ref. 11). 
Furthermore, current U.S. CFC 
emissions from MDIs represent a much 
smaller, but unknown share of the total 
emissions reduction associated with 
EPA’s estimate of $6 trillion in benefits, 
because that estimate reflects future 
emissions growth that has not occurred. 

If a final rule removing the essential- 
use designation of OTC epinephrine 
MDIs takes effect before CFCs cease to 
be available, the final rule may account 
for some small part of the benefits 
estimated by EPA. However, we are 
unable to assess or quantify specific 
reductions in future skin cancers and 
cataracts associated with the reduced 
emissions that might be associated with 
this final rule or the regulatory 
alternatives. 

b. Returns on investment in 
environmentally-friendly technology. 
Establishing a phase-out date prior to 
the expiration of patents on HFA MDI 
technology and other aerosolized drug 
technology that does not use ODSs 
rewards the developers of the ozone-safe 
technologies. In particular, such a 
phase-out date would validate 
expectations that the government will 
protect incentives to research and 
develop ozone-safe technologies. 

Newly developed technologies to 
avoid ODS emissions have resulted in 
more environmentally ‘‘friendly’’ air 
conditioners, refrigerants, solvents, and 
propellants, but only after significant 
investments. Several manufacturers 
have claimed development costs that 
total between $250 million and $400 
million to develop HFA MDIs and new 
propellant-free devices for the global 
market (Ref. 12). 

These investments have resulted in 
several innovative products in addition 
to HFA MDIs. For example, breath- 
activated delivery systems, dose 
counters, DPIs, and mini-nebulizers 
have also been successfully marketed. 

c. International cooperation. The 
advantages of selecting a date that 
maintains international cooperation are 
substantial because the Montreal 
Protocol, like most international 
environmental treaties, relies primarily 
on a system of national self- 
enforcement, although it also includes a 
mechanism to address noncompliance. 
In addition, compliance with the 
Montreal Protocol’s directives is subject 
to differences in national 
implementation procedures. 
Economically less-developed nations, 
which have slower phase-out schedules 
than developed nations, have 
emphasized that progress in eliminating 
ODSs in developing nations is affected 
by observed progress of developed 
nations, such as the United States. If we 
had adopted a later phase-out date, 
other Parties could attempt to delay 
their own control measures, and we 
would be risking losing the goodwill 
that comes from fulfilling our treaty 
obligations. 

3. Costs of the Final Rule and 
Alternatives 

The costs of removing OTC 
epinephrine MDIs from the market 
include the costs of increased physician 
visits, increased use of more expensive 
reliever MDIs, and potential increases in 
the use of controller medications, visits 
to emergency departments, and 
hospitalizations. Because we cannot 
predict whether OTC epinephrine MDI 
users will self-medicate or go to a 
physician for a prescription reliever 
once OTC epinephrine MDIs are 
removed from the market, we quantify 
the costs for two extreme cases. In the 
first case, OTC epinephrine MDI users 
not already seeing a physician self- 
medicate, while those who already see 
a physician switch from OTC 
epinephrine MDIs to albuterol HFA 
MDIs. In the second case, all OTC 
epinephrine MDI users visit their 
physician and switch to albuterol HFA 
MDIs. We propose these two cases as 
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18 To inflate our 2006 analysis to 2007 dollars we 
use the year-over-year change in the CPI–U for 
medical care, which was 5.2 percent. 

reasonable bounds for the expected cost 
of removing OTC epinephrine MDIs 
from the market. Of course, if FDA were 
to approve an OTC non-CFC 
formulation of epinephrine MDIs, 
consumers would not need to choose 
between self-medication and visiting a 
physician and the estimated costs 
would be far lower. For illustrative 
purposes, we assume the current 
average price of all OTC epinephrine 
MDIs is $13.29 and a new formulation 
would cost the same as the current price 
of branded epinephrine MDIs, or about 
$14.50. As annual retail sales of OTC 
epinephrine MDIs are roughly $60 
million, the 9 percent in increase in 
price would result of an increase in 
expenditures of about $5 million. 

a. Self-medication. If all OTC 
epinephrine MDI users who do not 
already see a physician for asthma were 
to self-medicate once OTC epinephrine 
MDIs were no longer available, and 
those who do see a physician were to 
increase their albuterol use, we estimate 
this rulemaking would result in $350 
million to $1.1 billion in increased 
spending annually measured in 2007 
dollars. This spending includes $300 
million to $1.1 billion resulting from 
increased hospitalizations and 
emergency department visits, and 
roughly $50 million to $80 million in 
increased spending on more expensive 
medicines. Under the assumption of 
self-medication, we estimate that 
removing OTC epinephrine MDIs from 
the market would result in 40,000 to 
120,000 more hospitalizations for 
asthma annually, and up to 440,000 
more asthma-related emergency 
department visits each year. These 
estimates, based on calculations 
throughout this section, do not capture 
the decreased quality of life of OTC 
epinephrine MDI users, lost 
productivity, or the cost of alternative 
therapies, such as herbal remedies, 
caffeine, and OTC ephedrine. 

The authors of a published study 
found that people with asthma who self- 
medicate with herbal products and 
caffeine, the most common forms of self 
medication, are at increased risk of 
requiring an emergency department visit 
or hospitalization (Ref. 8). They found 
that those using herbal treatments are 
2.5 times as likely to require 
hospitalization, and that those who use 
caffeine to treat asthma are 3.1 times as 
likely as other people with asthma to 
require both an emergency department 
visit and hospitalization. 

We estimate that OTC epinephrine 
MDI users who do not use prescription 
medicine for their asthma make roughly 
100,000 to 200,000 emergency 
department visits and require roughly 

25,000 to 50,000 hospitalizations 
annually. We estimate OTC epinephrine 
MDI users make roughly 280,000 to 
370,000 emergency department visits 
and require about 75,000 to 100,000 
hospitalizations annually, as described 
in section VII.C.4 of this document. We 
estimate somewhere between 43 percent 
and two-thirds of OTC epinephrine MDI 
users do not use prescription medicine 
for their asthma, as discussed in section 
VII.C.5 of this document. Assuming that 
OTC epinephrine MDI users who do not 
use prescription medicine for asthma do 
not differ in their rates of 
hospitalization and emergency 
department visits from those who do 
use prescription medicine for asthma, 
we estimate that OTC epinephrine MDI 
users who do not use prescription 
medicine for asthma make 100,000 to 
200,000 emergency department visits 
and require 25,000 to 55,000 
hospitalizations annually [275,700 
emergency department visits x 1/3 = 
91,900 emergency department visits; 
367,600 emergency department visits x 
(1-.43) = 209,532 emergency department 
visits; 74,550 hospitalizations x 1/3 = 
24,850 hospitalizations; 99,400 
hospitalizations x (1-.43) = 56,658 
hospitalizations]. 

If current OTC epinephrine MDI users 
who do not use prescription medicine 
for asthma were to self-medicate with 
herbal treatments, and those self- 
medicating with herbal treatments face 
2.5 times the risk of a hospitalization, 
this would imply a lower bound 
increase of roughly 40,000 
hospitalizations, calculated by netting 
out the baseline to get the incremental 
effect (2.5 - 1) or [24,850 
hospitalizations x (2.5 - 1) = 37,275]. As 
an upper bound, if all OTC epinephrine 
MDI users were to self-medicate with 
caffeine, emergency department visits 
would increase by roughly 440,000 
[209,532 emergency department visits x 
(3.1 - 1) = 440,017] and hospitalizations 
would increase by roughly 120,000 
[56,658 hospitalizations x (3.1 - 1) = 
118,983]. We do not have data that 
would allow us to estimate increases in 
hospitalizations and emergency 
department visits for patients using 
other forms of self-medication, such as 
OTC ephedrine, and do not include 
these factors in our analysis. 

We estimate the 2006 cost of an 
emergency department visit for asthma 
at roughly $300 and the cost of 
hospitalization for asthma at roughly 
$7,500. Based on data from the 2004 
National Hospital Discharge Survey, the 
American Lung Association estimates 
the 497,000 hospitalizations for asthma 
cost roughly $3.6 billion in inpatient 
care and physician services, equivalent 

to roughly $7,300 per hospitalization 
(Ref. 7). The 1.8 million emergency 
department visits for asthma cost about 
$518 million, equivalent to roughly 
$280 per visit. Adjusting these figures 
for inflation according to the Consumer 
Price Index for medical care, we 
estimate that the average hospitalization 
for asthma would cost roughly $7,500 
and the average emergency department 
visit for asthma would cost roughly 
$300 in 2006. 

Based on these estimates, if current 
OTC epinephrine MDI users who do not 
currently use prescription medicine 
were to self-medicate, the result would 
be costs of roughly $300 million in 2007 
dollars [37,275 hospitalizations x 
$7,565.84 x 1.052 inflation = 
$296,681,642] to $1.1 billion annually 
[(118,982 hospitalizations x $7,565.84 x 
1.052 inflation) + (440,017 emergency 
department visits x $294.17 x 1.052 
inflation) = $1,083,180,231].18 

Assuming current OTC epinephrine 
MDI users who do use prescription 
medicine for asthma increase their use 
of albuterol HFA MDIs without 
requiring more frequent physician 
visits, we estimate that they will pay 
roughly $50 million to $80 million more 
for medicine each year. As discussed in 
section VII.C.5 of this document, 
somewhere between 43 percent and 
two-thirds of OTC epinephrine MDI 
users also use prescription medicine for 
their asthma. Assuming current OTC 
epinephrine MDI users who also use 
prescription medicines for their asthma 
use roughly the same number of OTC 
epinephrine MDIs per year as those who 
do not, we estimate dual users use 
roughly 2 million to 3 million OTC 
epinephrine MDIs annually [4,486,104 
MDIs x 0.43 = 1,929,025; 4,486,104 
MDIs x 2/3 = 2,990,736 MDIs]. As 
discussed in the following section, we 
estimate an albuterol HFA MDI will cost 
between $16 and $25 more than an OTC 
epinephrine MDI, and that one albuterol 
MDI is roughly equivalent to one OTC 
epinephrine MDI. The lower priced 
albuterol MDIs are currently being 
withdrawn from the market, and will 
not be available at the time of the 
effective date of this rule (see 70 FR 
71685). The higher price for albuterol 
HFA MDIs implies that if OTC 
epinephrine MDI users who also use 
prescription medicine for their asthma 
were to increase their use of albuterol 
HFA MDIs when OTC epinephrine 
MDIs are no longer available, they and 
their insurers would spend roughly $50 
million to $80 million more per year for 
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medicine in 2007 dollars [2,990,736 
MDIs x $16.08 per MDI x 1.052 inflation 
= $50,591,769; 2,990,736 MDIs x $25.15 
per MDI x 1.052 inflation = 
$80,392,184]. 

In total, self-medication by OTC 
epinephrine-only MDI users and 
increased albuterol use by those already 
using prescription medicine would 
result in increased spending of $350 
million to $1.1 billion annually in 2007 
dollars [$296,681,642 + $50,591,769 = 
$347,273,411; $1,083,180,231 + 
$50,591,769 = $1,133,772,000]. 

b. Increased physician visits and 
albuterol use. If, as a result of the 
removal of OTC epinephrine MDIs from 
the market, all current OTC epinephrine 
MDI users were to seek out prescription 
albuterol HFA MDIs through increasing 
the frequency of physician visits, we 
estimate that this scenario would result 
in roughly $180 million to $355 million 
in increased health care spending in 
2007 dollars, including $105 million to 
$235 million in economic costs through 
an increase in visits to physicians and 
$75 million to $120 million in increased 
spending on prescription albuterol. 

We estimate that if current 
epinephrine users who do not use 
prescription medicine for their asthma 
make one additional physician visit per 
year to enable them to switch from OTC 
epinephrine MDIs to albuterol MDIs, the 
result would be roughly 600,000 to 1.3 
million additional physician visits 
annually. This estimate stems directly 
from the estimate presented in section 
VII.C.5 of this document that there are 
roughly 600,000 to 1.3 million 
epinephrine users who do not use 
prescription medicine for their asthma. 
These estimates assume that OTC 
epinephrine MDI users who do use 
prescription medicine for their asthma, 
and therefore already make regular 
physician visits, are able to increase 
their albuterol use without increasing 
the frequency of those visits. 

We estimate the 2006 cost of a 
physician visit for asthma to be roughly 
$170. Based on 2004 data from the 
National Ambulatory Medical Care 
Survey, the American Lung Association 
estimates that 1.5 million physician 
visits and non-emergency outpatient 
hospital visits for asthma cost roughly 
$2.4 billion, equivalent to roughly $160 
per physician visit. Adjusting these 
figures for inflation according to the CPI 
for medical care, we estimate that a 
physician visit for asthma would cost 
roughly $170 per visit in 2006. An 
increase of 600,000 to 1.3 million 
physician visits each year would 
therefore cost roughly $105 million to 
$235 million annually in 2007 dollars 
[584,217.75 visits x $168.966 per visit x 

1.052 inflation = $103,846,009; 
1,332,016.47 visits x $168.966 per visit 
x 1.052 inflation = $236,768,901]. These 
estimates do not take into account the 
value of the time patients spend visiting 
their physicians. 

If all current OTC epinephrine MDI 
users were to switch to prescription 
albuterol HFA MDIs, we estimate the 
result to be roughly $75 million to $120 
million in increased spending on 
medicine measured in 2007 dollars. We 
estimate that it will take roughly one 
albuterol HFA MDI to replace each OTC 
epinephrine MDI removed from the 
market. OTC epinephrine MDIs contain 
roughly 270, 405, or 540 inhalations, 
depending on the size of the MDI. Based 
on ACNielsen data for the 52 weeks 
ending September 9, 2006 (Ref. 10), we 
estimate that the average OTC 
epinephrine MDI contained 293 
inhalations, equivalent to 32.6 days of 
therapy, assuming OTC epinephrine 
MDI users use, but do not exceed, the 
long-term maximum recommended dose 
of 9 inhalations per day. The usual 
dosage of albuterol HFA MDIs is 8 to 12 
inhalations per day, and albuterol HFA 
MDIs contain 200 inhalations, implying 
that each MDI contains 17 to 25 days of 
therapy per MDI. Allowing for the 
greater therapeutic effectiveness of 
albuterol compared to epinephrine, we 
estimate it will take roughly one 
albuterol HFA MDI to replace each OTC 
epinephrine MDI removed from the 
market. 

Based on ACNielsen data from the 52 
weeks ending September 9, 2006 (Ref. 
10), we estimate the average retail price 
of an OTC epinephrine MDI to be 
$13.29. Based on average retail sales 
prices across all payer types for the first 
half of 2004, the average albuterol HFA 
MDI cost $39.42 (Ref. 13). This estimate 
does not reflect less expensive albuterol 
HFA MDIs introduced to the market 
since that time. Some market analysts 
also predict that albuterol HFA MDI 
prices will decline up to 20 percent as 
the market switches away from albuterol 
CFC MDIs and large payers use their 
market power to drive down prices (Ref. 
14). Taking these factors into 
consideration, we estimate the average 
retail price of an albuterol HFA MDI is 
$30 or more, a price increase of roughly 
$16 to $25 per MDI. If current OTC 
epinephrine MDI users must purchase 
one albuterol MDI for each OTC 
epinephrine MDI they currently 
purchase, total expenditures by current 
OTC epinephrine MDI users and their 
insurers would increase roughly $75 
million to $120 million in 2007 dollars 
[4,486,104 MDIs x $16.08 per MDI x 
1.052 inflation = $75,885,219; 4,486,104 

MDIs x $25.55per MDI x 1.052 inflation 
= $120,588,277]. 

If, instead of self-medicating, OTC 
epinephrine MDI users go to the 
physician and increase their use of 
albuterol HFA MDIs, we estimate 
increased spending of roughly $180 
million to $355 million annually in 
2007 dollars [$103,846,009 for 
physician visits + $75,885,219 for 
medicine (albuterol) = $179,731,228; 
$236,768,901 in physician visits + 
$120,588,277 in medicines = 
$357,357,178]. 

These estimated expenditures would 
decrease dramatically if generic 
albuterol HFA MDIs were to be 
introduced to the market. Patents listed 
in ‘‘Approved Drug Products with 
Therapeutic Equivalence Evaluations’’ 
(Orange Book) for albuterol HFA MDIs 
expire in 2010 and 2017, making those 
possible dates for generic entry. Of 
course, unforeseen introduction of 
alternative therapies could reduce these 
expected increases in expenditures. 

These increased expenditures 
represent, to some extent, transfers from 
consumers and third-party payers, 
including the Federal Government and 
State governments, to pharmaceutical 
manufacturers, patent holders, and 
other residual claimants. However, to 
some extent, these increased 
expenditures represent purchases of 
products that are more costly to 
manufacture and bring to market, and, 
therefore, would be social costs. We are 
unable to estimate the fraction of those 
increased expenditures on drugs that 
constitute social costs. 

c. Controller medication. We estimate 
that the cost to current OTC epinephrine 
MDI users of filling additional 
prescriptions for controller medications 
would, on average, exceed the potential 
direct cost savings from reducing 
hospitalizations and emergency 
department visits by more than $280 per 
current OTC epinephrine MDI user. 

In a study of almost 50,000 asthma 
patients (Ref. 15), the authors found that 
patients with low adherence to 
controller medication have significantly 
higher risk (odds ratio of 1.72) of 
emergency department visits or of 
hospitalization relative to patients with 
moderate or high adherence. The study 
found that patients receiving high daily 
doses of controller medication had the 
lowest risk (odds ratio of .37) of 
emergency department visits or of 
hospitalization. As discussed in section 
VII.D.3.a of this document, we estimate 
OTC epinephrine MDI users who do not 
use prescription medicines make 
roughly 100,000 to 200,000 emergency 
department visits and require about 
25,000 to 55,000 hospitalizations 
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19 Analysis completed by FDA based on 
information provided by IMS Health, IMS National 
Sales Perspective (TM), 2005, extracted March 
2006. 

annually. If they all were to visit their 
physicians, receive prescriptions for a 
controller medication, fill them, and use 
the medication, based on the results of 
the study of almost 50,000 asthma 
patients, we estimate 20 to 40 percent of 
these emergency department visits and 
hospitalizations could be avoided, 
equivalent to roughly 20,000 to 80,000 
fewer emergency department visits [20 
percent of 91,900 is 18,380; 40 percent 
of 209,532 is 83,813] and 5,000 to 
10,000 fewer hospitalizations [20 
percent of 24,850 is 4,970; 40 percent of 
56,658 is 11,332]. Assuming the average 
cost for an emergency department visit 
for asthma is about $300 and the average 
cost of a hospitalization for asthma is 
roughly $7,500, as discussed in section 
VII.D.3.a of this document, this would 
reduce health care costs by roughly $40 
million to $110 million annually in 
2007 dollars [($294.17 per visit x 18,380 
x 1.052 inflation) + ($7,565.84 per 
hospitalization x 4,970 x 1.052 inflation) 
= $43,380,000; ($294.14 per visit x 
83,813 x 1.052 inflation) + ($7,565.84 
per hospitalization x 11,332 x 1.052 
inflation) = $111,341,155]. This cost is 
roughly $75 to $85 per current OTC 
epinephrine MDI user per year 
[$43,380,000/ 584,218 OTC epinephrine 
only MDI users = $74.25; $111,341,000 
/ 1,332,016 OTC epinephrine only MDI 
users = $83.59]. 

We looked at a range of CFC-free 
controller medications such as 
FLOVENT HFA, ASMANEX 
TWISTHALER, PULMICORT 
TURBOHALER, and QVAR, and found 
the wholesale price of the smallest dose 
of the least expensive medication to be 
roughly $1.00 per day of therapy,19 
equivalent to roughly $370 per patient 
year of therapy. On average, the cost of 
increasing the use of controller 
medication among current OTC 
epinephrine MDI users who do not 
currently use prescription medicine 
would exceed the benefits, in terms of 
decreased emergency department visits 
and hospitalizations, by over $280 per 
person per year. This number would be 
lower if a greater fraction of people with 
asthma at high risk of emergency 
department visits were to begin using 
controller medication on a regular basis, 
and higher if a greater fraction of low 
risk people with asthma were to begin 
using controller medication on a regular 
basis. These estimates do not take into 
account the impact of asthma attacks on 

individuals’ quality of life and 
productivity. 

4. Effects on Medicaid and Medicare 
As a result of the removal of OTC 

epinephrine CFC MDIs from the market, 
we estimate State and Federal Medicaid 
spending will increase $35 million to 
$275 million annually and that Federal 
Medicare spending, together with 
private spending by Medicare 
beneficiaries, will increase $20 million 
to $275 million annually, all measured 
in 2007 dollars. Some OTC epinephrine 
MDI users may be eligible for both 
Medicare and Medicaid. To the extent 
this population is large, these estimates 
overstate potential spending increases 
from this final rule by counting these 
individuals twice, once in Medicaid 
estimates and once in Medicare 
estimates. We are unable to estimate the 
size of the population of OTC 
epinephrine MDI users eligible for both 
programs. 

a. Medicaid. We estimate that 20 to 25 
percent of the costs of the removal of 
OTC epinephrine MDIs from the market 
will be borne by State and Federal 
Medicaid programs, equivalent to $70 
million to $275 million annually in 
2007 dollars if Medicaid-eligible OTC 
epinephrine MDI users who do not use 
prescription medicine for their asthma 
were to self-medicate upon 
implementation of this final rule, and 
equivalent to $35 million to $90 million 
annually if Medicaid-eligible OTC 
epinephrine MDI users were to visit 
their physicians to obtain and fill 
prescriptions to enable them to switch 
to albuterol. Assuming epinephrine 
users with insurance, including 
Medicaid, are more likely to visit a 
doctor, and less likely to self-medicate, 
the costs of this final rule are more 
likely to fall in the $35 million to $90 
million range. 

According to proprietary surveys 
conducted by or for Wyeth between 
1993 and 1994 (Wyeth slide 31), 27 
percent to 33 percent of OTC 
epinephrine MDI users had incomes of 
less than $20,000 at the time the surveys 
were conducted. A 2005 Internet survey 
conducted by Wyeth found that 20 
percent of OTC epinephrine MDI users 
had incomes of less than $25,000. 
Eligibility for Medicaid varies by State 
but is generally tied to the Federal 
poverty guidelines (Ref. 16). The 2006 
Federal poverty guidelines establish a 
poverty threshold of $20,000 in annual 
income for a family of four (Ref. 17). 
Accordingly, if we assume 20 percent to 
25 percent of OTC epinephrine MDI 
users are eligible for Medicaid, if 
Medicaid-eligible OTC epinephrine MDI 
users who do not use prescription 

medicine were to self-medicate, and if 
those who do self-medicate were to 
switch to albuterol, Federal Medicaid 
spending measured in 2007 dollars 
would increase roughly $70 million to 
$275 million annually [20 percent of 
$350 million = $70 million; 25 percent 
of 1.1 billion = $275 million]. If all 
current epinephrine users eligible for 
Medicaid were to instead visit their 
physicians and use prescription 
albuterol, we estimate that Federal 
Medicaid spending would increase by 
$35 million to $90 million dollars 
annually [20 percent of $179,731,228 = 
$35,946,246; 25 percent of $357,357,178 
= $89,339,294]. These estimates exclude 
costs that may result from increased 
prescribing of controller medications, 
and do not take into account the impact 
of asthma attacks on individuals’ quality 
of life and productivity. 

b. Medicare. We estimate 10 percent 
to 25 percent of the costs of the removal 
of OTC epinephrine MDIs from the 
market will be paid by Federal Medicare 
spending and by Medicare beneficiaries. 
If all Medicare-eligible OTC epinephrine 
MDI users were to self-medicate upon 
implementation of this final rule, 
Federal Medicare spending and 
spending by Medicare beneficiaries 
would increase roughly $35 million to 
$250 million dollars annually. 
Alternatively, if all Medicare-eligible 
OTC epinephrine MDI users were to 
visit their doctors to obtain and fill 
prescriptions for albuterol, Federal 
Medicare spending and spending by 
Medicare beneficiaries would increase 
roughly $20 to $85 million annually. 
Assuming epinephrine users with 
insurance, including Medicare, are more 
likely to visit a doctor, and less likely 
to self-medicate, the costs of this final 
rule are more likely to fall in the $20 
million to $85 million range. 

According to proprietary surveys 
conducted by or for Wyeth between 
1993 and 2005 (Wyeth slide 31), 16 
percent to 33 percent of OTC 
epinephrine MDI users are over the age 
of 55, implying the percentage of 
epinephrine users over the age of 65, 
and therefore eligible for Medicare, 
must be lower. Accordingly, if we 
assume 10 percent to 25 percent of OTC 
epinephrine MDI users are over the age 
of 65, Medicare spending and private 
spending by Medicare beneficiaries 
measured in 2007 dollars would 
increase $35 million to $275 million 
annually if all Medicare-eligible OTC 
epinephrine MDI users were to self- 
medicate [10 percent of $350 million = 
$35 million; 25 percent of $1.1 billion 
= $275 million], and by $20 million to 
$90 million annually if they were all to 
visit their physicians for prescription 
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albuterol [10 percent of $179,731,228 = 
$18 million; 25 percent of $357,357,178 
= $89,339,294]. These estimates exclude 
costs that may result from increased 
prescribing of controller medications, 
and do not take into account the impact 
of asthma attacks on individuals’ quality 
of life and productivity. 

E. Alternative Phase-out Dates 

The alternatives we considered 
included the following phase-out dates: 

1. December 31, 2008; 
2. December 31, 2009; 
3. December 31, 2010 (the proposed 

rule); 
4. December 31, 2011 (the final rule). 
Spending per year does not differ 

among the regulatory alternatives. The 
only difference among the alternatives is 
how long the estimated costs shown in 
table 1 of this document would accrue. 
At some time in the near future, the 
unavailability of CFCs—not the final 
rule or an alternative—may lead to 
removal of OTC epinephrine from the 
marketplace. Our current belief is that 
bulk CFCs are likely to be unavailable 
in 2010 (see section VII.A), so the costs 
for the first alternative would be the 
present value of the annual costs for 2 
years, 2008–2009, and the cost for the 
second alternative would be the present 
value of the costs for 1 year, 2009. The 
third alternative, which was presented 
in the proposed rule, would have no 
quantifiable costs or benefits. The fourth 
alternative, which is this final rule, 
would have no quantifiable costs or 
benefits even if bulk CFCs were 
available in 2011, 1 year after we believe 
they will disappear from the 
marketplace. 

F. Sensitivity Analyses 

The estimated costs summarized in 
table 1 incorporate a range of estimates 
about the price increases consumers and 
other payers will face, the size of the 
affected market, and the consequences 
of consumers’ response to the removal 
of OTC epinephrine MDIs from the 
market. This represents the full range of 
uncertainty for the estimated effects of 

this final rule. The full range 
incorporates the ranges of estimates for 
the individual uncertain variables in the 
analysis. 

In each section of the document, we 
show the ranges associated with each 
major uncertain variable, taking into 
account the possibility that in response 
to the removal of OTC epinephrine 
MDIs from the market, OTC epinephrine 
MDI users who do not currently use 
prescription medicines will either self- 
medicate or visit a physician to get an 
albuterol prescription. The estimated 
increases in emergency department 
visits and hospitalizations depend upon 
a range of estimates of the percentage of 
people with asthma who use OTC 
epinephrine MDIs (15 to 20 percent) and 
the fraction of OTC epinephrine MDI 
users who do not use prescription 
medicines and are therefore more likely 
to self-medicate (somewhere between 33 
and 57 percent), as well as the rate we 
estimate hospitalizations and emergency 
department visits will increase among 
this population (2.5 to 3.1 times). 

Similarly, estimates of the impact of 
the removal of OTC epinephrine MDIs 
from the market on public and private 
spending depends on whether or not 
OTC epinephrine MDI users self- 
medicate, the above estimates on 
increased hospitalizations and 
emergency department visits, and the 
cost of those visits. A range of estimates 
of the percentage of adults with asthma 
who use OTC epinephrine MDIs (15 to 
20 percent) and the fraction of OTC 
epinephrine MDI users who do not use 
prescription medicine for their asthma 
(somewhere between 33 and 57 
percent), in addition to the overall size 
of the OTC epinephrine MDI market, 
determines the number of additional 
physician visits these users will require 
to switch from OTC epinephrine MDIs 
to albuterol MDIs. Estimated increases 
in spending on medicine depend on the 
size of the OTC epinephrine MDI 
market, and the price premium current 
OTC epinephrine MDI users can expect 
to pay for their medicine, roughly $16 
to $25 per MDI. 

G. Conclusion 

Limits in available data prevent us 
from quantifying the costs and benefits 
of the final rule and weighing them in 
comparable terms. The benefits of 
international cooperation to reduce ODS 
emissions are potentially enormous but 
difficult to attribute to any of the small 
steps, such as this rulemaking, that 
make such cooperation effective. As 
discussed above in detail, the benefits of 
the removal of OTC epinephrine MDIs 
from the market include environmental 
and public health improvements from 
protecting stratospheric ozone by 
reducing CFC emissions. Benefits also 
include expectations of increased 
returns on investments in 
environmentally friendly technology, 
reduced risk of unexpected disruption 
of supply of CFC MDIs, and continued 
international cooperation to comply 
with the spirit of the Montreal Protocol, 
thereby potentially reducing future 
emissions of ODSs throughout the 
world. The removal of OTC epinephrine 
MDIs from the market could potentially 
cost public and private consumers of 
OTC epinephrine MDIs hundreds of 
millions of dollars annually, and 
increase hospitalizations and emergency 
department visits for asthma 
significantly. If CFCs cease to be 
available for OTC epinephrine MDIs 
before the effective date of a final rule 
removing the essential-use designation 
of OTC epinephrine MDIs, however, this 
final rule will have no benefits or costs. 

VIII. Regulatory Flexibility Analysis 

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. Because known current 
producers are not small entities and the 
likelihood that the final rule will not 
impose compliance costs, the agency 
certifies that the final rule will not have 
a significant economic impact on a 
substantial number of small entities. 

TABLE 2.—SUMMARY ACCOUNTING TABLE 

Category Primary 
Estimate 

Low 
Estimate 

High 
Estimate 

Units 

Notes Year 
Dollars 

Discount 
Rate 

Period 
Covered 

Benefits 

Annualized 
Quantified 

7% Annual Reduction of CFC emis-
sions by 70 tonnes 

3% Annual 
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TABLE 2.—SUMMARY ACCOUNTING TABLE—Continued 

Category Primary 
Estimate 

Low 
Estimate 

High 
Estimate 

Units 

Notes Year 
Dollars 

Discount 
Rate 

Period 
Covered 

Qualitative Increased investment in 
environmentally friendly 
technologies. Inter-
national cooperation. 

Costs 

Annualized Mon-
etized 
$millions/year 

$180 - $355 mil-
lion 

$350 million - 
$1.1 billion 

2007 7% Annual Range of estimates capture 
underlying uncertainty. 
No central tendency. 

$180 - $355 mil-
lion 

$350 million - 
$1.1 billion 

2007 3% Annual 

Qualitative Depending on consumer 
willingness to self-medi-
cate, potential increase 
in annual emergency de-
partment visits for asth-
ma of 0 to 440,000 and 
hospitalizations for asth-
ma of 40,000 to 120,000. 

Transfers 

Federal 
Annualized 
Monetized 
$millions/year 

$55 million $550 million 2007 7% Annual Medicare and Medicaid. 
Rough approximation. 

$55 million $550 million 2007 3% Annual 

From/To From: U.S. Government To: Healthcare providers and drug manufacturers 

Effects 

Small Business None. Affected entities are 
not small. 

IX. The Paperwork Reduction Act of 
1995 

This final rule contains no collections 
of information. Therefore, clearance by 
the Office of Management and Budget 
under the Paperwork Reduction Act of 
1995 is not required. 

X. Federalism 
FDA has analyzed this final rule in 

accordance with the principles set forth 
in Executive Order 13132. FDA has 
determined that the rule does not 
contain policies that have substantial 
direct effects on the States, on the 
relationship between the National 
Government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Accordingly, the 
agency has concluded that the rule does 
not contain policies that have 
federalism implications as defined in 
the Executive order and, consequently, 
a federalism summary impact statement 
is not required. 
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List of Subjects in 21 CFR Part 2 

Administrative practice and 
procedure, Cosmetics, Devices, Drugs, 
Foods. 

■ Therefore, under the Federal Food, 
Drug, and Cosmetic Act, the Clean Air 
Act, and under authority delegated to 
the Commissioner of Food and Drugs, 
after consultation with the 
Administrator of the Environmental 
Protection Agency, 21 CFR part 2 is 
amended as follows: 

PART 2—GENERAL ADMINISTRATIVE 
RULINGS AND DECISIONS 

■ 1. The authority citation for 21 CFR 
part 2 continues to read as follows: 

Authority: 15 U.S.C. 402, 409; 21 U.S.C. 
321, 331, 335, 342, 343, 346a, 348, 351, 352, 
355, 360b, 361, 362, 371, 372, 374; 42 U.S.C. 
7671 et seq. 

§ 2.125 [Amended] 

■ 2. In § 2.125, remove and reserve 
paragraph (e)(2)(v). 

Dated: November 13, 2008. 
Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–27436 Filed 11–17–08; 11:15 
am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF JUSTICE 

28 CFR Part 0 

[Docket No. USMS 102; AG Order No. 3017– 
2008] 

RIN 1105–AB14 

Revision to United States Marshals 
Service Fees for Services 

AGENCY: United States Marshals Service, 
Department of Justice. 
ACTION: Final rule. 

SUMMARY: This rule revises the United 
States Marshals Service fees to reflect 
current costs to the United States 
Marshals Service for personal service 
and execution of process in federal 
court proceedings. A proposed rule with 
request for comment was published in 
the Federal Register on June 16, 2008, 
at 73 FR 33955. No comments were 
received within the 60-day comment 
period. Accordingly, the proposed rule 
is finalized without change. 
DATES: Effective December 19, 2008. 
FOR FURTHER INFORMATION CONTACT: Joe 
Lazar, Associate General Counsel, 
United States Marshals Service, 
Washington, DC 20530–1000, telephone 
number (202) 307–9054. 

SUPPLEMENTARY INFORMATION: 

Legal Authority for the U.S. Marshals 
Service to Charge Fees 

The Attorney General must establish 
fees to be taxed and collected for certain 
services rendered by the U.S. Marshals 
Service in connection with federal court 
proceedings. 28 U.S.C. 1921(b). These 
services include, but are not limited to, 
serving writs, subpoenas, or 
summonses, preparing notices or bills of 
sale, keeping attached property, and 
certain necessary travel. 28 U.S.C. 
1921(a). To the extent practicable, these 
fees shall reflect the actual and 
reasonable costs of the services 
provided. 28 U.S.C. 1921(b). 

The Attorney General initially 
established the fee schedule in 1991 
based on the actual costs, e.g., salaries, 
overhead, etc., of the services rendered 
and the hours expended at that time. 56 

FR 2436 (Jan. 23, 1991). Due to an 
increase in the salaries and benefits of 
U.S. Marshals Service personnel over 
time, the initial fee schedule was 
amended in 2000. 65 FR 47859 (Aug. 4, 
2000). The current fee schedule is 
inadequate and no longer reflects the 
actual and reasonable costs of personal 
service and execution of process. 

Federal Cost Accounting and Fee 
Setting Standards and Guidelines Being 
Used 

When developing fees for services, the 
U.S. Marshals Service adheres to the 
principles contained in Office of 
Management and Budget Circular No. 
A–25 Revised (‘‘Circular No. A–25’’). 
Circular No. A–25 states that, as a 
general policy, a ‘‘user charge * * * 
will be assessed against each 
identifiable recipient for special benefits 
derived from Federal activities beyond 
those received by the general public.’’ 
Id. § 6. 

The U.S. Marshals Service follows the 
guidance contained in Circular No. A– 
25 to the extent that it is not 
inconsistent with any federal statute. 
Specific legislative authority to charge 
fees for services takes precedence over 
Circular No. A–25 when the statute 
‘‘prohibits the assessment of a user 
charge on a service or addresses an 
aspect of the user charge (e.g., who pays 
the charge; how much is the charge; 
where collections are deposited).’’ Id. 
§ 4(b). When a statute does not address 
issues of how to calculate fees or what 
costs to include in fee calculations, 
Circular No. A–25 instructs that its 
principles and guidance should be 
followed ‘‘to the extent permitted by 
law.’’ Id. According to Circular No. A– 
25, federal agencies should charge the 
full cost or the market price of providing 
services that provide a special benefit to 
identifiable recipients. Id. § 6. Circular 
No. A–25 defines full cost as including 
‘‘all direct and indirect costs to any part 
of the Federal Government of providing 
a good, resource, or service. These costs 
include, but are not limited to, an 
appropriate share of’’: 

• Direct and indirect personnel costs, 
including salaries and fringe benefits 
such as medical insurance and 
retirement; 

• Physical overhead, consulting, and 
other indirect costs including material 
and supply costs, utilities, insurance, 
travel, and rents or imputed rents on 
land, buildings, and equipment; 

• The management and supervisory 
costs; and 

• The costs of enforcement, 
collection, research, establishment of 
standards, and regulation. Id. § 6(d). 
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1 The Law Enforcement Availability Pay Act of 
1994, Public Law No. 103–329, § 633, 108 Stat. 2425 
(1994) (codified at 5 U.S.C. 5545a), provides that 
law enforcement officers, such as Deputy U.S. 
Marshals, who are required to work unscheduled 
hours in excess of each regular work day, are 
entitled to a 25% premium pay in addition to their 
base salary. 

2 This amount does not include $534,518 in U.S. 
Marshal commissions collected and the recovery of 
out-of-pocket expenses for sales during FY2007. 
This rule does not affect commissions, only the fees 
charged for service of process. 

Processes Used To Determine the 
Amount of the Fee Revision 

The Attorney General initially 
established the fee schedule in 1991 
based on the average salaries, benefits, 
and overhead of the Deputy U.S. 
Marshals who served or executed 
process on behalf of a requesting party. 
The fee schedule was revised in 2000. 
The 2000 rates, which still currently are 
charged are: 

(1) For process forwarded for service 
from one U.S Marshals Service office or 
suboffice to another—$8 per item 
forwarded; 

(2) For process served by mail—$8 per 
item mailed; 

(3) For process served or executed 
personally—$45 per hour (or portion 
thereof) for each item served by one U.S. 
Marshals Service employee, agent, or 
contractor, plus travel costs and any 
other out-of-pocket expenses. For each 
additional U.S. Marshals Service 
employee, agent, or contractor who is 
needed to serve process—$45 per 
person per hour for each item served, 
plus travel costs and any other out-of- 
pocket expenses. 

(4) For copies at the request of any 
party—$.10 per page; 

(5) For preparing notice of sale, bill of 
sale, or U.S. Marshal deed—$20 per 
item; 

(6) For keeping and advertisement of 
property attached—actual expenses 
incurred in seizing, maintaining, and 
disposing of the property. 

In 2007, the U.S. Marshals Service 
conducted an analysis to determine 
whether, in light of the increase in 
salaries and expenses of its workforce 
over the previous seven-year time 
period, the existing fee schedule 
continued to reflect the costs of serving 
process. The following cost module was 
designed to reflect the average hourly 
cost of serving process in person on 
behalf of a requesting party. 

Cost 
module 

Hourly Wage ................................... $33.00 
Fringe Benefits ............................... 14.18 
Indirect Costs .................................. 10.28 

Total Personnel Costs ............. 57.46 

The hourly wage was determined by 
dividing the annual salary, including 
locality pay, of the average Deputy U.S. 
Marshal in 2007 who served process 
into the total work hours for the year. 
The cost of Law Enforcement 
Availability Pay also was factored into 
the hourly wage of an average Deputy 

U.S. Marshal.1 The fringe benefits rate 
reflected 43 percent of wage costs. 
Finally, the indirect costs, which 
reflected the costs of administrative 
services, including management/ 
supervisory compensation and benefits, 
depreciation, utilities, supplies, and 
equipment, comprised approximately 22 
percent of the total wage and benefits 
costs. As a result of the cost module, the 
U.S. Marshals Service determined that 
the existing fee schedule no longer 
reflected the actual and reasonable costs 
of personally serving process. 

The total personnel costs of serving 
process were rounded to the nearest 
five-dollar increment. Thus, in order to 
recover the actual and reasonable costs 
of serving process, the U.S. Marshals 
Service will be charging $55 per hour 
(or portion thereof) for each item served 
by one Deputy U.S. Marshal. This 
represents a 20 percent increase ($10 
per hour) from the existing fee for 
serving process revised in 2000. 

Regulatory Flexibility Act 
The Attorney General, in accordance 

with the Regulatory Flexibility Act (5 
U.S.C. 605(b)), has reviewed this rule 
and, by approving it, certifies that this 
rule will not have a significant 
economic impact on a substantial 
number of small entities. Under the 
current fee structure, the U.S. Marshals 
Service collected $1,610,552.72 in 
service-of-process fees in FY2007.2 The 
implementation of this rule will provide 
the U.S. Marshals Service with an 
estimated additional $325,000 in 
revenue over the revenue that would be 
collected under the current fee 
structure. This revenue increase 
represents a recovery of costs based on 
an increase in salaries, expenses, and 
employee benefits over the previous 
seven-year period. 

The economic impact on individual 
entities that utilize the services of the 
U.S. Marshals Service will be minimal. 
The service of process fees only will 
affect entities that pursue litigation in 
Federal court and, in most instances, 
seek to have the U.S. Marshals levy 
upon or seize property. The service of 
process fees will be increased by only 
$10 per hour from the previous rate 

increase seven years ago. The fees will 
be consonant with similar fees already 
paid by these entities in state court 
litigation. 

Unfunded Mandates Reform Act of 
1995 

This rule will not result in the 
expenditure by State, local, and tribal 
governments, in the aggregate, or by the 
private sector, of $100 million or more 
in any one year, and it will not 
significantly or uniquely affect small 
governments. Therefore, no actions were 
deemed necessary under the provisions 
of the Unfunded Mandates Reform Act 
of 1995. 

Small Business Regulatory Enforcement 
Fairness Act of 1996 

This rule is not a major rule as 
defined by section 251 of the Small 
Business Regulatory Enforcement 
Fairness Act of 1996. 5 U.S.C. 804. This 
rule will not result in an annual effect 
on the economy of $100 million or 
more; a major increase in costs or prices; 
or significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or on the 
ability of United States-based 
companies to compete with foreign- 
based companies in domestic and 
export markets. 

Executive Order 12866 

This rule has been drafted and 
reviewed in accordance with Executive 
Order 12866 (Regulatory Planning and 
Review), section 1(b) (Principles of 
Regulation). The Department of Justice 
has determined that this rule is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866, section 3(f), 
and, accordingly, this rule has not been 
reviewed by the Office of Management 
and Budget. 

Executive Order 13132 

This rule will not have substantial 
direct effects on the States, on the 
relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with section 6 of Executive 
Order 13132, the Department of Justice 
has determined that this rule does not 
have sufficient federalism implications 
to warrant the preparation of a 
federalism summary impact statement. 

Executive Order 12988 

This rule meets the applicable 
standards set forth in sections 3(a) and 
3(b)(2) of Executive Order 12988 
concerning civil justice reform. 
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Paperwork Reduction Act of 1995 

This rule does not contain collection 
of information requirements and would 
not be subject to the Paperwork 
Reduction Act of 1980, as amended (44 
U.S.C. 3501–20). 

List of Subjects in 28 CFR Part 0 

Authority delegations (Government 
agencies), Government employees, 
Organization and functions 
(Government agencies), Whistleblowing. 
■ Accordingly, Title 28, Part 0 of the 
Code of Federal Regulations is amended 
as follows: 

PART 0—[AMENDED] 

■ 1. The authority citation for Part 0 
continues to read as follows: 

Authority: 5 U.S.C. 301; 28 U.S.C. 509, 
510, 515–519. 

§ 0.114 [Amended] 

■ 2. In § 0.114, paragraph (a)(3) is 
amended by removing the fee ‘‘$45’’ and 
adding the fee ‘‘$55’’ in its place 
wherever it occurs. 

Dated: November 12, 2008. 
Michael B. Mukasey, 
Attorney General. 
[FR Doc. E8–27465 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–04–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

38 CFR Part 4 

RIN 2900–AM75 

Schedule for Rating Disabilities; 
Evaluation of Residuals of Traumatic 
Brain Injury (TBI); Correction 

AGENCY: Department of Veterans Affairs. 
ACTION: Correcting amendment. 

SUMMARY: This document contains a 
minor correction to the final rulemaking 
that the Department of Veterans Affairs 
(VA) published at 73 FR 54693 on 
September 23, 2008. The rulemaking 
relates to a revision of the portion of 
VA’s Schedule for Rating Disabilities 
that addresses neurological conditions 
and convulsive disorders to provide 
detailed and updated criteria for 
evaluating residuals of traumatic brain 
injury (TBI). 
DATES: Effective Date: November 19, 
2008. 

FOR FURTHER INFORMATION CONTACT: 
Rhonda F. Ford, Chief, Regulations Staff 
(211D), Compensation and Pension 
Service, Veterans Benefits 
Administration, Department of Veterans 

Affairs, 810 Vermont Avenue, NW., 
Washington, DC 20420, (202) 461–9739 
(This is not a toll-free number). 
SUPPLEMENTARY INFORMATION: VA 
published a document in the Federal 
Register on September 23, 2008, at 73 
FR 54693, revising the portion of the 
Rating Schedule regarding traumatic 
brain injury (TBI). In the Federal 
Register document, a period was left off 
the end of Note (4) of diagnostic code 
8045 in 38 CFR 4.124a. Additionally, we 
provided updates to 38 CFR part 4, 
Appendices A and C to reflect the 
changes to the TBI rating criteria. An 
extra ‘‘4.124a’’ was erroneously added 
in Appendix A, and ‘‘Traumatic Brain 
Injury residuals’’ with diagnostic code 
8045, was not added alphabetically. 
This document corrects those errors. 

List of Subjects in 38 CFR Part 4 
Disability benefits, Pensions, 

Veterans. 
Approved: October 29, 2008. 

William F. Russo, 
Director, Regulations Management. 

■ For the reasons set out in the 
preamble, VA is correcting 38 CFR part 
4 as follows. 

PART 4—SCHEDULE FOR RATING 
DISABILITIES 

■ 1. The authority citation for part 4 
continues to read as follows: 

Authority: 38 U.S.C. 1155, unless 
otherwise noted. 

■ 2. In § 4.124a, diagnostic code 8045, 
Note (4), add a period at the end of the 
paragraph. 
■ 3. In Appendix A to Part 4, under the 
‘‘Sec.’’ heading, remove from the table 
the second entry ‘‘4.124a’’. 
■ 4. In Appendix C to Part 4— 
Alphabetical Index of Disabilities table, 
remove the entry ‘‘Traumatic brain 
injury residuals’’ and its diagnostic code 
‘‘8045’’ and add it in alphabetical order 
after the entry ‘‘Toxic nephropathy’’. 

[FR Doc. E8–27457 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 180 

[EPA–HQ–OPP–2007–0226; FRL–8389–1] 

Ipconazole; Pesticide Tolerances 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: This regulation establishes 
tolerances for residues of ipconazole 

from seed treatment in or on cotton, 
peanut, soybean, dry shelled pea and 
bean (Subgroup 6C), cereal grains 
(Group 15) except rice, and forage, 
fodder, and straw of cereal grains 
(Group 16) except rice. Chemtura 
Corporation requested these tolerances 
under the Federal Food, Drug, and 
Cosmetic Act (FFDCA). 
DATES: This regulation is effective 
November 19, 2008. Objections and 
requests for hearings must be received 
on or before January 20, 2009, and must 
be filed in accordance with the 
instructions provided in 40 CFR part 
178 (see also Unit I.C. of the 
SUPPLEMENTARY INFORMATION). 
ADDRESSES: EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2007–0226. All documents in the 
docket are listed in the docket index 
available at http://www.regulations.gov. 
Although listed in the index, some 
information is not publicly available, 
e.g., Confidential Business Information 
(CBI) or other information whose 
disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available in the electronic docket at 
http://www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
Docket Facility is open from 8:30 a.m. 
to 4 p.m., Monday through Friday, 
excluding legal holidays. The Docket 
Facility telephone number is (703) 305– 
5805. 
FOR FURTHER INFORMATION CONTACT: 
Tawanda Maignan, Registration 
Division (7505P), Office of Pesticide 
Programs, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001; telephone 
number: (703) 308–8050; e-mail address: 
maignan.tawanda@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to those engaged in the 
following activities: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
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• Pesticide manufacturing (NAICS 
code 32532). 

This listing is not intended to be 
exhaustive, but rather to provide a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

B. How Can I Access Electronic Copies 
of this Document? 

In addition to accessing electronically 
available documents at http:// 
www.regulations.gov, you may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. You may 
also access a frequently updated 
electronic version of EPA’s tolerance 
regulations at 40 CFR part 180 through 
the Government Printing Office’s e-CFR 
site at http://www.gpoaccess.gov/ecfr. 

C. Can I File an Objection or Hearing 
Request? 

Under section 408(g) of FFDCA, 21 
U.S.C. 346a, any person may file an 
objection to any aspect of this regulation 
and may also request a hearing on those 
objections. You must file your objection 
or request a hearing on this regulation 
in accordance with the instructions 
provided in 40 CFR part 178. To ensure 
proper receipt by EPA, you must 
identify docket ID number EPA–HQ– 
OPP–2007–0226 in the subject line on 
the first page of your submission. All 
requests must be in writing, and must be 
mailed or delivered to the Hearing Clerk 
as required by 40 CFR part 178 on or 
before January 20, 2009. 

In addition to filing an objection or 
hearing request with the Hearing Clerk 
as described in 40 CFR part 178, please 
submit a copy of the filing that does not 
contain any CBI for inclusion in the 
public docket that is described in 
ADDRESSES. Information not marked 
confidential pursuant to 40 CFR part 2 
may be disclosed publicly by EPA 
without prior notice. Submit this copy, 
identified by docket ID number EPA– 
HQ–OPP–2007–0226, by one of the 
following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 

Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility’s normal hours of operation 
(8:30 a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

II. Petition for Tolerance 
In the Federal Register of May 9, 2007 

(72 FR 26374) (FRL–8121–5), EPA 
issued a notice pursuant to section 
408(d)(3) of FFDCA, 21 U.S.C. 
346a(d)(3), announcing the filing of a 
pesticide petition (PP 7F7180) by 
Chemtura Corporation, 199 Benson Rd., 
Middlebury, CT 06749. The petition 
requested that 40 CFR part 180 be 
amended by establishing permanent 
tolerances for residues of the fungicide 
ipconazole, (2-[(4- 
chlorophenyl)methyl]-5-(1- 
methylethyl)-1-(1H-1,2,4-triazole-1- 
ylmethyl) cyclopentanol) from treatment 
of seed prior to planting, in or on food 
commodities cereal grains (except rice), 
group 15; forage, fodder and straw of 
cereal grains (except rice), group 16; 
cotton; peanut; soybean; dry pea and 
bean (shelled) (Subgroup 6C) at 0.01 
parts per million (ppm). That notice 
referenced a summary of the petition 
prepared by Chemtura Corporation, the 
registrant, which is available to the 
public in the docket, http:// 
www.regulations.gov. There were no 
comments received in response to the 
notice of filing. 

III. Aggregate Risk Assessment and 
Determination of Safety 

Section 408(b)(2)(A)(i) of FFDCA 
allows EPA to establish a tolerance (the 
legal limit for a pesticide chemical 
residue in or on a food) only if EPA 
determines that the tolerance is ‘‘safe.’’ 
Section 408(b)(2)(A)(ii) of FFDCA 
defines ‘‘safe’’ to mean that ‘‘there is a 
reasonable certainty that no harm will 
result from aggregate exposure to the 
pesticide chemical residue, including 
all anticipated dietary exposures and all 
other exposures for which there is 
reliable information.’’ This includes 
exposure through drinking water and in 
residential settings, but does not include 
occupational exposure. Section 
408(b)(2)(C) of FFDCA requires EPA to 
give special consideration to exposure 
of infants and children to the pesticide 

chemical residue in establishing a 
tolerance and to ‘‘ensure that there is a 
reasonable certainty that no harm will 
result to infants and children from 
aggregate exposure to the pesticide 
chemical residue....’’ 

Consistent with section 408(b)(2)(D) 
of FFDCA, and the factors specified in 
section 408(b)(2)(D) of FFDCA, EPA has 
reviewed the available scientific data 
and other relevant information in 
support of this action. EPA has 
sufficient data to assess the hazards of 
and to make a determination on 
aggregate exposure for the petitioned-for 
tolerances for residues of ipconazole. 
EPA’s assessment of exposures and risks 
associated with establishing tolerances 
follows. 

A. Toxicological Profile 
EPA has evaluated the available 

toxicity data and considered its validity, 
completeness, and reliability as well as 
the relationship of the results of the 
studies to human risk. EPA has also 
considered available information 
concerning the variability of the 
sensitivities of major identifiable 
subgroups of consumers, including 
infants and children. Ipconazole has 
low acute toxicity via the oral, dermal, 
and inhalation routes of exposure. It 
causes low to mild irritation to the eyes 
and skin; it is not a dermal sensitizer. 
Ipconazole may cause local, portal-of- 
entry irritation via all routes following 
repeated exposure. Systemic effects that 
were noted in dogs, mice, rabbits and/ 
or rats following exposure to ipconazole 
were generally limited to decreased 
body weight, body weight gain, and 
food consumption; and liver and kidney 
effects. Developmental effects were 
observed only at the maternally-toxic 
dose. Ipconazole is classified as not 
likely to be a human carcinogen and 
there is no concern for mutagenicity. 
Specific information on the studies 
received and the nature of the adverse 
effects caused by ipconazole as well as 
the no-observed-adverse-effect-level 
(NOAEL) and the lowest-observed- 
adverse-effect-level (LOAEL) from the 
toxicity studies can be found at http:// 
www.regulations.gov in document 
Ipconazole. Human Health Risk 
Assessment for the Requested Seed 
Treatment Uses on Cotton, Peanut, 
Soybean, Dry Shelled Pea and Bean 
(Subgroup 6C), Cereal Grains (Groups 
15 and 16) Except Rice, page number 16 
in docket ID number EPA–HQ–OPP– 
2007–0226. 

B. Toxicological Endpoints 
For hazards that have a threshold 

below which there is no appreciable 
risk, a toxicological point of departure 
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(POD) is identified as the basis for 
derivation of reference values for risk 
assessment. The POD may be defined as 
the highest dose at which no adverse 
effects are observed (the NOAEL) in the 
toxicology study identified as 
appropriate for use in risk assessment. 
However, if a NOAEL cannot be 
determined, the lowest dose at which 
adverse effects of concern are identified 
(the LOAEL) or a Benchmark Dose 
(BMD) approach is sometimes used for 
risk assessment. Uncertainty/safety 
factors (UFs) are used in conjunction 
with the POD to take into account 
uncertainties inherent in the 
extrapolation from laboratory animal 
data to humans and in the variations in 

sensitivity among members of the 
human population as well as other 
unknowns. Safety is assessed for acute 
and chronic dietary risks by comparing 
aggregate food and water exposure to 
the pesticide to the acute population 
adjusted dose (aPAD) and chronic 
population adjusted dose (cPAD). The 
aPAD and cPAD are calculated by 
dividing the POD by all applicable UFs. 
Aggregate short-, intermediate-, and 
chronic-term risks are evaluated by 
comparing food, water, and residential 
exposure to the POD to ensure that the 
margin of exposure (MOE) called for by 
the product of all applicable UFs is not 
exceeded. This latter value is referred to 
as the Level of Concern (LOC). 

For non-threshold risks, the Agency 
assumes that any amount of exposure 
will lead to some degree of risk. Thus, 
the Agency estimates risk in terms of the 
probability of an occurrence of the 
adverse effect greater than that expected 
in a lifetime. For more information on 
the general principles EPA uses in risk 
characterization and a complete 
description of the risk assessment 
process, see http://www.epa.gov/ 
pesticides/factsheets/riskassess.htm. 

A summary of the toxicological 
endpoints for ipconazole used for 
human risk assessment is shown in 
Table 1 of this unit. 

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR IPCONAZOLE FOR USE IN HUMAN RISK 
ASSESSMENT 

Exposure/Scenario 
Point of Departure and 

Uncertainty/Safety 
Factors 

RfD, PAD, LOC for Risk 
Assessment Study and Toxicological Effects 

Acute dietary (General Population 
Including Infants and Children) 

No appropriate endpoint attributable to a single dose of ipconazole was identified for this population. 

Acute dietary (Females 13–50 
years of age) 

NOAEL = 10 mg/kg/day 
UFA = 10x 
UFH = 10x 
FQPA SF = 1x 

Acute RfD = 0.1 mg/kg/ 
day 

aPAD = 0.1 mg/kg/day 

Developmental Toxicity Studies in Rats and Rab-
bits 

LOAELrats = 30 mg/kg/day, based on increased 
visceral and skeletal variations 

LOAELrabbits = 50 mg/kg/day, based on increased 
incidence of skeletal variations and malforma-
tions 

Chronic dietary (All populations) NOAEL = 1.5 mg/kg/day 
UFA = 10x 
UFH = 10x 
FQPA SF = 1x 

Chronic RfD = 0.015 mg/ 
kg/day 

cPAD = 0.015 mg/kg/day 

Chronic Toxicity Study in Dogs 
LOAEL = 5 mg/kg/day, based on skin reddening 

(both sexes) and decreased body weight gain in 
females 

Dermal Short-Term (1 to 30 days) 
And Intermediate-Term (1 to 6 
months) 

NOAEL = 150 mg/kg/day 
UFA = 10x 
UFH = 10x 

LOC for MOE = 100 28–Day Dermal Toxicity Study in Rats 
LOAEL = 1,000 mg/kg/day, based on decreased 

body weight, body weight gain, and food con-
sumption, as well as, increased incidences of 
dermal irritation 

Inhalation Short-Term (1 to 30 
days) And Intermediate-Term (1 
to 6 months) 

NOAEL = 26.1 mg/kg/ 
day 

UFA = 10x 
UFH = 10x 

LOC for MOE = 100 28–Day Inhalation Toxicity Study in Rats 
LOAEL = 78.3 mg/kg/day, based on decreased 

body weight, body weight gain, and food con-
sumption in males; clinical findings, such as alo-
pecia, in males and/or females; meta/ 
hyperplasia and inflammatory cells in the res-
piration tract in males and/or females; and in-
creased leukocytes in females 

Cancer (Oral, dermal, inhalation) Classification: Not likely to be a human carcinogen, based on two adequate rodent carcinogenicity stud-
ies. 

UFA = extrapolation from animal to human (interspecies). UFH = potential variation in sensitivity among members of the human population 
(intraspecies). UFL = use of a LOAEL to extrapolate a NOAEL. UFS = use of a short-term study for long-term risk assessment. UFDB = to ac-
count for the absence of data or other data deficiency. FQPA SF = FQPA Safety Factor. PAD = population adjusted dose (a = acute, c = chron-
ic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = Not Applicable. 

C. Exposure Assessment 

1. Dietary exposure from food and 
feed uses. In evaluating dietary 
exposure to ipconazole, EPA considered 
exposure under the petitioned-for 
tolerances. EPA assessed dietary 

exposures from ipconazole in food as 
follows: 

i. Acute and chronic exposure. In 
conducting the acute and chronic 
dietary exposure assessments EPA used 
the food consumption data from the 
USDA 1994–1996 and 1998 CSFII. As to 
residue levels in food, EPA acute and 

chronic assessments used tolerance- 
level residues, assumed 100% crop 
treated, and incorporated model- 
derived, conservative estimates of 
ipconazole residues in drinking water. 

ii. Cancer. Ipconazole has been 
classified as not likely to be 
carcinogenic based on carcinogenicity 
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studies in the rat and mouse which 
showed no evidence of an increase in 
the incidence of tumors. Therefore a 
cancer dietary exposure assessment is 
not needed to assess cancer risk. 

iii. Anticipated residue and/or 
percent crop treated (PCT) information. 
EPA did not use anticipated residue 
and/or PCT information in the dietary 
assessment for ipconazole. Tolerance 
level residues and/or 100 PCT were 
assumed for all food commodities. 

2. Dietary exposure from drinking 
water. The Agency used screening level 
water exposure models in the dietary 
exposure analysis and risk assessment 
for ipconazole in drinking water. These 
simulation models take into account 
data on the physical, chemical, and fate/ 
transport characteristics of ipconazole. 
Further information regarding EPA 
drinking water models used in pesticide 
exposure assessment can be found at 
http://www.epa.gov/oppefed1/models/ 
water/index.htm. 

Ipconazole is persistent and immobile 
in terrestrial and aquatic environments. 
Data are not available to estimate the 
leaching potential of ipconazole from 
treated seeds. Because ipconazole is 
persistent in soil, there is a potential for 
it to accumulate in soil on sites with use 
over consecutive years. Steady-state 
ipconazole concentrations in soil are 
predicted to plateau at 0.7 lbs a.i./A 
after 20 years of consecutive use. 

Based on the First Index Reservoir 
Screening Tool (FIRST) and Screening 
Concentration in Ground Water (SCI- 
GROW) models, the estimated drinking 
water concentrations (EDWCs) of 
ipconazole from newly proposed seed 
uses on cotton, peanuts, soybean, cereal 
grains (except rice), and pea and bean 
(dry shelled) would not exceed the 
drinking water concentrations 
previously assessed for the seed 
treatment for potatoes. Potatoes are 
expected to yield the highest 
concentration of ipconazole due to the 
high seeding rates. Therefore, the 
Agency incorporated the drinking water 
concentrations from potatoes directly 
into the dietary analysis. 

For acute dietary risk assessment, the 
surface water concentration value of 
4.589 part per billion (ppb) was used to 
assess the contribution to drinking 
water. 

For chronic (non-cancer) dietary risk 
assessment, the surface water 
concentration value of 1.840 ppb was 
used to assess the contribution of 
drinking water. 

3. From non-dietary exposure. The 
term ‘‘residential exposure’’ is used in 
this document to refer to non- 
occupational, non-dietary exposure 
(e.g., for lawn and garden pest control, 

indoor pest control, termiticides, and 
flea and tick control on pets). 

Ipconazole is not registered for any 
specific use patterns that would result 
in residential exposure. 

4. Cumulative effects from substances 
with a common mechanism of toxicity. 
Section 408(b)(2)(D)(v) of FFDCA 
requires that, when considering whether 
to establish, modify, or revoke a 
tolerance, the Agency consider 
‘‘available information’’ concerning the 
cumulative effects of a particular 
pesticide’s residues and ‘‘other 
substances that have a common 
mechanism of toxicity.’’ 

Ipconazole is a member of the 
triazole-containing class of pesticides, 
often referred to as the conazoles. 
Although conazoles act similarly in 
plants (fungi) by inhibiting ergosterol 
biosynthesis, there is not necessarily a 
relationship between their pesticidal 
activity and their mechanism of toxicity 
in mammals. Structural similarities do 
not constitute a common mechanism of 
toxicity. Evidence is needed to establish 
that the chemicals operate by the same, 
or essentially the same, sequence of 
major biochemical events. In conazoles, 
however, a variable pattern of 
toxicological responses is found. Some 
are hepatotoxic and hepatocarcinogenic 
in mice. Some induce thyroid tumors in 
rats. Some induce developmental, 
reproductive, and neurological effects in 
rodents. Furthermore, the conazoles 
produce a diverse range of biochemical 
events including altered cholesterol 
levels, stress responses, and altered 
DNA methylation. It is not clearly 
understood whether these biochemical 
events are directly connected to their 
toxicological outcomes. Thus, there is 
currently no evidence to indicate that 
conazoles share common mechanisms of 
toxicity and EPA is not following a 
cumulative risk approach based on a 
common mechanism of toxicity for the 
conazoles. For information regarding 
EPA’s procedures for cumulating effects 
from substances found to have a 
common mechanism of toxicity, see 
EPA’s website at http://www.epa.gov/ 
pesticides/cumulative. 

Triazole-derived pesticides can form 
the common metabolite 1,2,4-triazole 
and two triazole conjugates (triazole 
alanine and triazole acetic acid). To 
support existing tolerances and to 
establish new tolerances for triazole- 
derivative pesticides, including 
ipconazole, EPA conducted a human 
health risk assessment for exposure to 
1,2,4-triazole, triazole alanine, and 
triazole acetic acid resulting from the 
use of all current and pending uses of 
any triazole-derived fungicide as of 
September 1, 2005. The risk assessment 

is a highly conservative, screening-level 
evaluation in terms of hazards 
associated with common metabolites 
(e.g., use of a maximum combination of 
uncertainty factors) and potential 
dietary and non-dietary exposures (i.e., 
high end estimates of both dietary and 
non-dietary exposures). In addition, the 
Agency retained the additional 10X 
FQPA safety factor for the protection of 
infants and children. The assessment 
includes evaluations of risks for various 
subgroups, including those comprised 
of infants and children. The Agency’s 
September 1, 2005 risk assessment can 
be found in the propiconazole 
reregistration docket at http:// 
www.regulations.gov (Docket ID EPA– 
HQ–OPP–2005–0497). An addendum to 
the risk assessment, Dietary Exposure 
Assessments for the Common Triazole 
Metabolites 1,2,4-triazole, 
Triazolylalanine, Triazolylacetic Acid 
and Triazolylypyruvic Acid; Updated to 
Include New Uses of Fenbuconazole, 
Ipconazole, Metconazole, Tebuconazole, 
and Uniconazole; and a Change in 
Plant-back Restriction for Tetraconazole 
can be found at http:// 
www.regulations.gov in docket ID EPA– 
HQ–OPP–2007–0226. 

D. Safety Factor for Infants and 
Children 

1. In general. Section 408(b)(2)(c) of 
FFDCA provides that EPA shall apply 
an additional tenfold (10X) margin of 
safety for infants and children in the 
case of threshold effects to account for 
prenatal and postnatal toxicity and the 
completeness of the database on toxicity 
and exposure unless EPA determines 
based on reliable data that a different 
margin of safety will be safe for infants 
and children. This additional margin of 
safety is commonly referred to as the 
FQPA safety factor (SF). In applying this 
provision, EPA either retains the default 
value of 10X, or uses a different 
additional safety factor when reliable 
data available to EPA support the choice 
of a different factor. 

2. Prenatal and postnatal sensitivity. 
Offspring effects only occurred in the 
presence of maternal toxicity; offspring 
effects were not considered more severe 
than the parental effects. Therefore, 
HED concluded that there is no 
quantitative or qualitative evidence of 
increased susceptibility to rat or rabbit 
fetuses exposed in utero and/or post- 
natally to ipconazole. 

3. Conclusion. EPA has determined 
that reliable data show the safety of 
infants and children would be 
adequately protected if the FQPA SF 
were reduced to 1X. That decision is 
based on the following findings: 
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i. The toxicity database for ipconazole 
is adequate for the purposes of this risk 
assessment. 

ii. There is no indication that 
ipconazole is a neurotoxic chemical and 
there is no need for a developmental 
neurotoxicity study or additional UFs to 
account for neurotoxicity. 

iii. There is no evidence that 
ipconazole results in increased 
susceptibility in in utero rats or rabbits 
in the prenatal developmental studies or 
in young rats in the 2-generation 
reproduction study. 

iv. There are no residual uncertainties 
identified in the exposure databases. 
EPA made conservative (protective) 
assumptions in the ground and surface 
water modeling used to assess exposure 
to ipconazole in drinking water. EPA 
used similarly conservative assumptions 
to assess post-application exposure of 
children as well as incidental oral 
exposure of toddlers. These assessments 
will not underestimate the exposure and 
risks posed by ipconazole. 

E. Aggregate Risks and Determination of 
Safety 

EPA determines whether acute and 
chronic pesticide exposures are safe by 
comparing aggregate exposure estimates 
to the aPAD and cPAD. The aPAD and 
cPAD represent the highest safe 
exposures, taking into account all 
appropriate SFs. EPA calculates the 
aPAD and cPAD by dividing the POD by 
all applicable UFs. For linear cancer 
risks, EPA calculates the probability of 
additional cancer cases given the 
estimated aggregate exposure. Short-, 
intermediate-, and chronic-term risks 
are evaluated by comparing the 
estimated aggregate food, water, and 
residential exposure to the POD to 
ensure that the MOE called for by the 
product of all applicable UFs is not 
exceeded. 

1. Acute risk. An acute aggregate risk 
assessment takes into account exposure 
estimates from acute dietary 
consumption of food and drinking 
water. Using the exposure assumptions 
described in this unit for acute 
exposure, EPA has concluded that acute 
exposure to ipconazole from food and 
water will utilize <1% of the aPAD for 
the population group females 13–49 
years old, the only population subgroup 
appropriate for inclusion in an acute 
dietary exposure assessment. 

2. Chronic risk. Using the exposure 
assumptions described in this unit for 
chronic exposure, EPA has concluded 
that chronic exposure to ipconazole 
from food and water will utilize 1.2% of 
the cPAD for all infants (the population 
group receiving the greatest exposure). 

3. Short-term and intermediate-term 
risk. Short-term and intermediate-term 
aggregate exposure takes into account 
short-term and intermediate-term 
residential exposure plus chronic 
exposure to food and water (considered 
to be a background exposure level). 

Ipconazole is not registered for any 
use patterns that would result in short- 
term and intermediate-term residential 
exposure. Therefore, the short-term and 
intermediate-term aggregate risk, 
individually is the sum of the risk from 
exposure to ipconazole through food 
and water, which has already been 
addressed, and will not be greater than 
the chronic aggregate risk. 

4. Aggregate cancer risk for U.S. 
population. Ipconazole has been 
classified as not likely to be 
carcinogenic, and is not expected to 
pose a cancer risk to humans. 

5. Determination of safety. Based on 
these risk assessments, EPA concludes 
that there is a reasonable certainty that 
no harm will result to the general 
population or to infants and children 
from aggregate exposure to ipconazole 
residues. 

IV. Other Considerations 

A. Analytical Enforcement Methodology 

Adequate liquid chromatography/ 
mass spectrometry/mass spectrometry 
(LC/MS/MS) enforcement methodology 
(AC/3020) is available to enforce the 
tolerance expression. The method may 
be requested from: Chief, Analytical 
Chemistry Branch, Environmental 
Science Center, 701 Mapes Rd., Ft. 
Meade, MD 20755–5350; telephone 
number: (410) 305–2905; e-mail address: 
residuemethods@epa.gov. 

B. International Residue Limits 

No Codex MRLs have been 
established for ipconazole. No Canadian 
or Mexican MRLs have been 
established. 

C. Revisions to Petitioned-For 
Tolerances 

The proposed tolerance for crop 
subgroup 6C has been modified to 
reflect the correct commodity definition: 
‘‘Pea and bean, dried shelled, except 
soybean, subgroup 6C.’’ 

V. Conclusion 

Therefore, tolerances are established 
for residues of ipconazole, (2-[(4- 
chlorophenyl)methyl]-5-(1- 
methylethyl)-1-(1H-1,2,4-triazole-1- 
ylmethyl) cyclopentanol) from treatment 
of seed prior to planting, in or on cotton, 
peanut, soybean, pea and bean, dried 
shelled, except soybean (Subgroup 6C), 
cereal grains (Group 15) except rice, and 

forage, fodder, and straw of cereal grains 
(Group 16) except rice at 0.01 ppm. 

VI. Statutory and Executive Order 
Reviews 

This final rule establishes tolerances 
under section 408(d) of FFDCA in 
response to a petition submitted to the 
Agency. The Office of Management and 
Budget (OMB) has exempted these types 
of actions from review under Executive 
Order 12866, entitled Regulatory 
Planning and Review (58 FR 51735, 
October 4, 1993). Because this final rule 
has been exempted from review under 
Executive Order 12866, this final rule is 
not subject to Executive Order 13211, 
entitled Actions Concerning Regulations 
That Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
22, 2001) or Executive Order 13045, 
entitled Protection of Children from 
Environmental Health Risks and Safety 
Risks (62 FR 19885, April 23, 1997). 
This final rule does not contain any 
information collections subject to OMB 
approval under the Paperwork 
Reduction Act (PRA), 44 U.S.C. 3501 et 
seq., nor does it require any special 
considerations under Executive Order 
12898, entitled Federal Actions to 
Address Environmental Justice in 
Minority Populations and Low-Income 
Populations (59 FR 7629, February 16, 
1994). 

Since tolerances and exemptions that 
are established on the basis of a petition 
under section 408(d) of FFDCA, such as 
the tolerance in this final rule, do not 
require the issuance of a proposed rule, 
the requirements of the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.) do not apply. 

This final rule directly regulates 
growers, food processors, food handlers, 
and food retailers, not States or tribes, 
nor does this action alter the 
relationships or distribution of power 
and responsibilities established by 
Congress in the preemption provisions 
of section 408(n)(4) of FFDCA. As such, 
the Agency has determined that this 
action will not have a substantial direct 
effect on States or tribal governments, 
on the relationship between the national 
government and the States or tribal 
governments, or on the distribution of 
power and responsibilities among the 
various levels of government or between 
the Federal Government and Indian 
tribes. Thus, the Agency has determined 
that Executive Order 13132, entitled 
Federalism (64 FR 43255, August 10, 
1999) and Executive Order 13175, 
entitled Consultation and Coordination 
with Indian Tribal Governments (65 FR 
67249, November 9, 2000) do not apply 
to this final rule. In addition, this final 
rule does not impose any enforceable 
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duty or contain any unfunded mandate 
as described under Title II of the 
Unfunded Mandates Reform Act of 1995 
(UMRA) (Public Law 104–4). 

This action does not involve any 
technical standards that would require 
Agency consideration of voluntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(NTTAA), Public Law 104–113, section 
12(d) (15 U.S.C. 272 note). 

VII. Congressional Review Act 
The Congressional Review Act, 5 

U.S.C. 801 et seq., generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to each House of 
the Congress and to the Comptroller 
General of the United States. EPA will 
submit a report containing this rule and 

other required information to the U.S. 
Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of this final rule in the 
Federal Register. This final rule is not 
a ‘‘major rule’’ as defined by 5 U.S.C. 
804(2). 

List of Subjects in 40 CFR Part 180 

Environmental protection, 
Administrative practice and procedure, 
Agricultural commodities, Pesticides 
and pests, Reporting and recordkeeping 
requirements. 

Dated: November 5, 2008. 
Debra Edwards, 
Director, Office of Pesticide Programs. 

■ Therefore, 40 CFR Chapter I is 
amended as follows: 

PART 180—[AMENDED] 

■ 1. The authority citation for part 180 
continues to read as follows: 

Authority: 21 U.S.C. 321(q), 346a and 371. 

■ 2. Section 180.646 is added to subpart 
C to read as follows: 

§ 180.646 Ipconazole; tolerances for 
residues. 

(a) General. Tolerances are 
established for residues of ipconazole, 
(2-[(4-chlorophenyl)methyl]-5-(1- 
methylethyl)-1-(1H-1,2,4-triazole-1- 
ylmethyl) cyclopentanol) from seed 
treatment in or on the following 
commodities: 

Commodity Parts per million 

Cotton, gin byproducts ............................................................................................. 0.01 
Cotton, undelinted seed ........................................................................................... 0.01 
Grain, cereal, forage, fodder and straw, group 16, except rice .............................. 0.01 
Grain, cereal group 15, except rice ......................................................................... 0.01 
Pea and bean, dried shelled, except soybean, subgroup 6C ................................. 0.01 
Peanut ...................................................................................................................... 0.01 
Soybean, forage ...................................................................................................... 0.01 
Soybean, seed ......................................................................................................... 0.01 

(b) Section 18 emergency exemptions. 
[Reserved] 

(c) Tolerances with regional 
registrations. [Reserved] 

(d) Indirect or inadvertent residues. 
[Reserved] 

[FR Doc. E8–27310 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 180 

[EPA–HQ–OPP–2008–0417; FRL–8389–5] 

Polyoxin D Zinc Salt; Exemption from 
the Requirement of a Tolerance 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: This regulation establishes an 
exemption from the requirement of a 
tolerance for residues of the polyoxin D 
zinc salt (zinc 5-[[2-amino-5-o- 
(aminocarbonyl)-2-deoxy-L- 
xylonoyl]amino]-1-(5-carboxy-3,4- 
dihydro-2,4-dioxo-1(2H)-pyrimidinyl)- 
1,5-dideoxy-b-D-allofuranuronatein) on 
almonds, cucurbit vegetables, fruiting 
vegetables, ginseng, grapes, pistachios, 
pome fruits, potatoes and strawberries 
when applied/used as a biochemical 

pesticide to control and suppress fungal 
diseases. Arysta LifeScience North 
America Corporation submitted a 
petition to EPA under the Federal Food, 
Drug, and Cosmetic Act (FFDCA), 
requesting an exemption from the 
requirement of a tolerance. This 
regulation eliminates the need to 
establish a maximum permissible level 
for residues of polyoxin D zinc salt (zinc 
5-[[2-amino-5-o-(aminocarbonyl)-2- 
deoxy-L-xylonoyl]amino]-1-(5-carboxy- 
3,4-dihydro-2,4-dioxo-1(2H)- 
pyrimidinyl)-1,5-dideoxy-b-D- 
allofuranuronatein). 
DATES: This regulation is effective 
November 19, 2008. Objections and 
requests for hearings must be received 
on or before January 20, 2009, and must 
be filed in accordance with the 
instructions provided in 40 CFR part 
178 (see also Unit I.C. of the 
SUPPLEMENTARY INFORMATION). 
ADDRESSES: EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2008––0417. All documents in the 
docket are listed in the docket index 
available at http://www.regulations.gov. 
Although listed in the index, some 
information is not publicly available, 
e.g., Confidential Business Information 
(CBI) or other information whose 
disclosure is restricted by statute. 

Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available in the electronic docket at 
http://www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
Docket Facility is open from 8:30 a.m. 
to 4 p.m., Monday through Friday, 
excluding legal holidays. The Docket 
Facility telephone number is (703) 305– 
5805. 

FOR FURTHER INFORMATION CONTACT: 
Chris Pfeifer, Biopesticides and 
Pollution Prevention Division (7511P), 
Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703) 308–0031; e-mail address: 
pfeifer.chris@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
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affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

B. How Can I Access Electronic Copies 
of this Document? 

In addition to accessing electronically 
available documents at http:// 
www.regulations.gov, you may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. You may 
also access a frequently updated 
electronic version of 40 CFR part 180 
through the Government Printing 
Office’s e-CFR site at http:// 
www.gpoaccess.gov/ecfr. 

C. Can I File an Objection or Hearing 
Request? 

Under section 408(g) of FFDCA, 21 
U.S.C. 346a, any person may file an 
objection to any aspect of this regulation 
and may also request a hearing on those 
objections. The EPA procedural 
regulations which govern the 
submission of objections and requests 
for hearings appear in 40 CFR part 178. 
You must file your objection or request 
a hearing on this regulation in 
accordance with the instructions 
provided in 40 CFR part 178. To ensure 
proper receipt by EPA, you must 
identify docket ID number EPA–HQ– 
OPP–2008–0417 in the subject line on 
the first page of your submission. All 
requests must be in writing, and must be 
mailed or delivered to the Hearing Clerk 
on or before January 20, 2009. 

In addition to filing an objection or 
hearing request with the Hearing Clerk 
as described in 40 CFR part 178, please 
submit a copy of the filing that does not 
contain any CBI for inclusion in the 
public docket that is described in 
ADDRESSES. Information not marked 
confidential pursuant to 40 CFR part 2 

may be disclosed publicly by EPA 
without prior notice. Submit your 
copies, identified by docket ID number 
EPA–HQ–OPP–2008–0417, by one of 
the following methods. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility’s normal hours of operation 
(8:30 a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

II. Background and Statutory Findings 
In the Federal Register of July 31, 

2008 (73 FR 44719) (FRL–8374–3), EPA 
issued a notice pursuant to section 
408(d)(3) of FFDCA, 21 U.S.C. 
346a(d)(3), announcing the filing of a 
pesticide tolerance petition (PP 7F7252) 
by Arysta LifeScience North America 
Corporation, 15401 Weston Parkway, 
Suite 150, Cary, NC 27513. The petition 
requested that 40 CFR part 180 be 
amended by establishing an exemption 
from the requirement of a tolerance for 
residues of polyoxin D zinc salt (zinc 5- 
[[2-amino-5-o-(aminocarbonyl)-2-deoxy- 
L-xylonoyl]amino]-1-(5-carboxy-3,4- 
dihydro-2,4-dioxo-1(2H)-pyrimidinyl)- 
1,5-dideoxy-b-D-allofuranuronatein). 
This notice included a summary of the 
petition prepared by the petitioner 
Arysta LifeScience North America 
Corporation. There were no comments 
received in response to the notice of 
filing. 

Section 408(c)(2)(A)(i) of FFDCA 
allows EPA to establish an exemption 
from the requirement for a tolerance (the 
legal limit for a pesticide chemical 
residue in or on a food) only if EPA 
determines that the exemption is ‘‘safe.’’ 
Section 408(c)(2)(A)(ii) of FFDCA 
defines ‘‘safe’’ to mean that ‘‘there is a 
reasonable certainty that no harm will 
result from aggregate exposure to the 
pesticide chemical residue, including 
all anticipated dietary exposures and all 
other exposures for which there is 
reliable information.’’ This includes 
exposure through drinking water and in 
residential settings, but does not include 
occupational exposure. Pursuant to 
section 408(c)(2)(B) of FFDCA, in 

establishing or maintaining in effect an 
exemption from the requirement of a 
tolerance, EPA must take into account 
the factors set forth in section 
408(b)(2)(C) of FFDCA, which require 
EPA to give special consideration to 
exposure of infants and children to the 
pesticide chemical residue in 
establishing a tolerance and to ‘‘ensure 
that there is a reasonable certainty that 
no harm will result to infants and 
children from aggregate exposure to the 
pesticide chemical residue. . . .’’ 
Additionally, section 408(b)(2)(D) of 
FFDCA requires that the Agency 
consider ‘‘available information 
concerning the cumulative effects of a 
particular pesticide’s residues ’’ and 
‘‘other substances that have a common 
mechanism of toxicity.’’ 

EPA performs a number of analyses to 
determine the risks from aggregate 
exposure to pesticide residues. First, 
EPA determines the toxicity of 
pesticides. Second, EPA examines 
exposure to the pesticide through food, 
drinking water, and through other 
exposures that occur as a result of 
pesticide use in residential settings. 

III. Toxicological Profile 
Consistent with section 408(b)(2)(D) 

of FFDCA, EPA has reviewed the 
available scientific data and other 
relevant information in support of this 
action and considered its validity, 
completeness, and reliability and the 
relationship of this information to 
human risk. EPA has also considered 
available information concerning the 
variability of the sensitivities of major 
identifiable subgroups of consumers, 
including infants and children. 

Polyoxin D zinc salt is a brown musty 
smelling powder derived through the 
fermentation of the microbe 
Streptomyces cacaoi var. asoensis, 
which was isolated from a soil sample 
collected in Japan. It is registered with 
EPA’s Biopesticides and Pollution 
Prevention Division (BPPD) as a 
biochemical active ingredient, intended 
for incorporation into sprayable 
fungicides for turf. As an active 
ingredient, it has a non-toxic mode of 
action, which acts against fungi; not by 
killing it, but by inhibiting chitin 
growth in the cell walls, and thus 
precluding the development of fungal 
colonies. Its effects are considered 
fungi-exclusive in that it has no mode 
of action relative to mammals. Polyoxin 
D zinc salt does not persist in the 
environment, biodegrading readily 
within 2 to 3 days. Finally, polyoxin D 
zinc salt has a well understood low 
toxicity profile. 

Polyoxin-D zinc salt was first assessed 
by EPA in 1997 with regard to the 
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human health risks associated with its 
fungicidal use on turf. The risk 
assessment concluded that the 
commercial turf uses of polyoxin D zinc 
salt posed no health risks to either 
occupational users or to any non- 
occupational populations that might be 
exposed. A battery of acute and chronic 
toxicological studies, submitted in 
support of this non-food use, showed 
that polyoxin D zinc salt induced 
‘‘minimal toxic affects to humans 
through oral, dermal, ocular or 
inhalation routes of exposure.’’ These 
studies included all acute toxicity 
studies, mutagenicity studies, 
developmental studies, and exposure 
and oncogenicity studies. Additionally, 
EPA’s risk assessment considered the 
active ingredient in light of the 
requirements of the Food Quality 
Protection Act (FQPA) and made a 
determination of ‘‘reasonable certainty 
of no harm to human health.’’ 
Altogether, the Agency’s 1997 risk 
assessment of polyoxin D zinc salt 
concluded that there are no risks 
expected for acute, subchronic, chronic, 
immune, endocrine, or non-dietary 
cumulative exposures due to the 
negligible toxicity associated with the 
active ingredient. 

New toxicity data have since been 
submitted in support of the request by 
the applicant to allow food uses 
(detailed in this rule) of this registered 
non-food use active ingredient. These 
data have been incorporated into a 
comprehensive risk assessment on 
polyoxin D zinc salt and provide 
sufficient grounds for this exemption 
from the requirement of a tolerance. The 
new data include a new mutagenicity 
study, a 90–day subchronic oral toxicity 
study, a 2–generation developmental 
toxicity study, an immunotoxicty study, 
and calculations for terrestrial residues. 
All new data confirm a lack of human 
health hazard associated with dietary 
exposures. These new toxicity data, 
coupled with the data to support the 
original non-food uses, allow for a 
comprehensive dietary risk analysis, 
and fully demonstrate polyoxin D zinc 
salt’s lack of acute, subchronic, and/or 
chronic toxicity with regard to dietary 
exposure. All data substantiate the lack 
of dietary risk associated with the food 
use of polyoxin D zinc salt. 

All data supporting the use of 
polyoxin D zinc salt on the food crops 
mentioned in this rule confirm that the 
dietary risks to humans are negligible 
for the following reasons: 

i. The fungistatic mode of action of 
this active ingredient is specific to fungi 
and poses no risk to mammals. 

ii. Polyoxin D zinc salt is not 
digestible by mammals and passes 
through the digestive system. 

iii. Theoretical (potential) residues are 
substantially less than the doses that 
were actually used in polyoxin D zinc 
salts’ toxicity studies, which showed 
virtual non-toxicity. 

iv. A complete battery of toxicological 
studies show no toxicological endpoints 
and confirm the active ingredient’s very 
low toxicity. For the reasons listed in 
this unit, any potential residues of 
polyoxin D zinc salt are considered to 
be safe with regard to dietary risk. 
Summaries of the supporting 
toxicological information are found in 
this unit. 

1. Acute toxicity. Acute toxicity 
studies were submitted to support the 
initial registration of polyoxin D zinc 
salt. These studies show a lack of 
significant acute toxicological 
endpoints, and support the finding that 
polyoxin D zinc salt poses no significant 
human health risk with regard to food 
uses listed in the summary section of 
this document. A précis of the acute 
toxicity studies follows: 

i. The acute oral LD50 is greater than 
10,000 milligrams/kilograms (mg/kg) in 
rats, a result that confirms acute non- 
toxicity through the oral route, and 
undergirds the risk assessment finding 
that any amount of residues of polyoxin 
D zinc salt, if consumed, is not a health 
concern. 

ii. The acute dermal LD50 in rats is 
greater than 2,000 mg/kg in rats, and 
demonstrates very low toxicity through 
dermal exposure. While no significant 
dermal exposure is expected as a result 
of pesticidal applications associated 
with these new food uses, these data 
substantiate polyoxin D zinc salt’s 
relative non-toxicity to both 
occupational users and the general 
public. 

iii. The acute inhalation LC50 is 
greater than 2.17 mg/L in rats, and 
shows no significant inhalation toxicity. 
Again, no significant new inhalation 
exposure is expected; and relatedly, no 
risks are expected for occupational users 
or the general public as a result of these 
new food uses. 

iv. Primary dermal irritation in rabbits 
was considered slight, which finding 
bolsters the information presented in 
the acute dermal toxicity study. 

v. A hypersensitivity study on guinea 
pigs further demonstrated that the active 
ingredient was not a dermal sensitizer. 
The acute toxicity studies demonstrate 
that even if there were residues present 
in food, there would be negligible toxic 
effects associated with polyoxin D zinc 
salt. 

2. Mutagenicity. Data demonstrate 
that polyoxin D zinc salt is non- 
mutagenic. Accordingly, residues 
associated with the new pesticidal food 
uses of polyoxin D zinc salt are not 
expected to pose any risk to humans 
with regard to mutagenicity. Studies 
submitted in support of the original 
1997 registration of polyoxin D zinc salt 
first showed the active ingredient to be 
without mutagenic effect. While an 
Ames Assay (Master Record 
Identification Number (MRID 433230– 
01)) showed polyoxin D to be weakly 
mutagenic, a battery of three 
complementary mutagenicity tests 
supported negative conclusions for 
mutagenicity. In further support of that 
finding of non-mutagenicity, no 
maternal toxicity or developmental 
toxicity were observed in a 
developmental toxicity study submitted 
at that time (MRID 432618–36). More 
recently, two additional studies were 
submitted in support of non- 
mutagenicity with regard to a food use. 
A Tier II Mammalian Erythrocyte 
Micronucleus Study (OPPTS 870.5395; 
MRID 47145102) showed no mutagenic 
effect. The test material was not toxic to 
male mice at any dose tested, and there 
were no reported sex differences in 
response to the test. In a second study, 
polyoxin D zinc salt was tested to the 
limit dose of 2,000 mg/kg on mice. The 
mice showed no clinical signs or 
mortality, and there was no significant 
increase in the frequency of 
micronucleated PCEs, further indicating 
no mutagenic effect. The mutagenicity 
studies are sufficient to confirm that 
there are no expected dietary, 
occupational, or non-occupational risks 
of mutagenicity with regard to new food 
uses. 

3. Subchronic toxicity. Polyoxin D 
zinc salt has very low subchronic oral 
toxicity, and demonstrates a lack of 
dietary risk at the subchronic level. In 
a 90–Day Oral Toxicity study on rats 
(OPPTS 870.3100; MRID 47145101), 
polyoxin D zinc salt technical was 
administered to ten rats. There were no 
toxicologically significant treatment- 
related effects on mortality. 
Neurological assessments, urinalysis, 
ophthalmology, hematology, clinical 
chemistry, and gross and histologic 
pathology found no clinical signs of 
toxicologically significant treatment- 
related effects. The no-observed- 
adverse-effect level (NOAEL) in this 
study is 20,000 parts per million (ppm) 
(1,333 mg/kg/day) in females and 2,000 
ppm (119 mg/kg/day) in males. The 
lowest-observed-adverse-effect level 
(LOAEL) in males is 20,000 ppm (1,166 
mg/kg/day) based on decreased body 
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weight (bw) gain, food consumption and 
food efficiency; a LOAEL was not 
observed in females. Based on the lack 
of meaningful subchronic toxicological 
endpoints for the technical grade active 
ingredient (TGAI), the fungi-exclusive 
mode of action as a chitin synthetase 
inhibitor, and the related lack of toxic 
oral effect in mammals, there are no 
subchronic oral toxicity concerns with 
polyoxin D zinc salt. It is further noted 
that the proposed use patterns for this 
active ingredient are not expected to 
result in any repeated and/or long-term 
exposure by either the dermal or 
inhalation routes; and as a result, no 
dermal or inhalation subchronic studies 
are required to establish this food use. 

4. Developmental toxicity. Data 
demonstrate that polyoxin D zinc salt is 
not a developmental or reproductive 
toxicant. These findings further confirm 
polyoxin D zinc salt’s lack of 
mammalian toxicity, and demonstrate a 
lack of dietary effect consistent with its 
fungi-exclusive mode of action. A Tier 
III Two Generation Reproduction 
Toxicity Study (OPPTS 870.3800; MRID 
47120904) on rats showed no parental 
systemic toxicity or differences in bw 
gain of either generation. No abnormal 
clinical signs were observed during the 
study period in any generation. No 
significant differences were found 
between treated and control groups with 
regard to the average number of live 
births per litter, average bw of live pups, 
ossification failure of the chest 
ossification center, or bone variation. No 
differences were found in the number of 
stillbirths and weaning rate. No specific 
abnormalities in postnatal growth or 
general behavior was found between 
treated and control groups. No 
differences were detected in mating, 
pregnancy, delivery, or nursing rate by 
generation between the treated and 
control groups. No chemical effects 
were found in males or females. The 
reproductive NOAEL for polyoxin D 
zinc salt is 1%; a LOAEL was not 
identified. Again, the data indicate the 
fungistatic nature of active ingredient 
and the capacity of polyoxin D zinc salt 
to pass through mammalian digestive 
systems. In sum, the study 
demonstrated a clear lack of 
reproductive toxicity regarding dietary 
exposure and supports the Agency’s 
conclusion that there is no risk of 
developmental toxicity associated with 
the new food uses. 

5. Immunotoxicity. Polyoxin D zinc 
salt is not immunotoxic on a dietary 
basis. No meaningful immunotoxicity 
endpoints (i.e., dietarily possible) for 
polyoxin D zinc salt were identified. In 
an immunotoxicity study based on 
dietary exposure (OPPTS 870.7800; 

MRID 47120901), polyoxin D zinc salt 
technical was administered to mice in 
their diet for 28 days at various 
concentrations. There were no 
compound-related deaths or effects on 
clinical observations, bw or food 
consumption. There were no 
compound-related macroscopic findings 
noted, and organ weights were 
unaffected. There were no compound- 
related effects on the humoral immune 
response to the T-dependent antigen, 
sRBC. This study shows the lack of 
dietary risk posed by the 
immunotoxicity of polyoxin D zinc salt 
residues, and supports the exemption 
from the requirement of a tolerance by 
further demonstrating a lack of toxic 
endpoints. 

6. Chronic exposure/oncogenicity. 
Based on the data, polyoxin D zinc salt 
is not a chronic toxicant or oncogen. 
Results of chronic toxicity/oncogenicity 
studies (MRIDs 432618–38 and -39) 
indicated that there were no significant 
toxicity or oncogenic responses in mice 
dosed with polyoxin D zinc salt over 2 
years. The NOAEL was determined to be 
2,058.7 mg TGAI/kg bw/day in males 
and 2,469.8 mg TGAI/kg bw/day in 
females. The data show the lack of 
chronic toxicity/oncogenicity posed by 
dietary exposure to polyoxin D zinc salt, 
and further demonstrate the fungistatic 
nature of the active ingredient – i.e. 
polyoxin D zinc salt can pass through 
the mammalian digestive system 
regularly without toxic effect. 

7. Effects on immune and endocrine 
systems. There is no available evidence 
demonstrating that polyoxin D zinc salt 
acts is an endocrine disruptor in 
humans. Based on negative responses 
obtained from developmental toxicity 
studies, chronic exposure studies, and 
oncogenicity studies (MRIDs 432618– 
36, -38 and -39), no adverse effects to 
the endocrine or immune systems are 
known or expected. The lack of 
evidence of endocrine disruption is 
consistent with polyoxin D zinc salt’s 
non-toxic profile, and supports this 
exemption from the requirement of a 
tolerance. 

IV. Aggregate Exposures 

In examining aggregate exposure, 
section 408 of FFDCA directs EPA to 
consider available information 
concerning exposures from the pesticide 
residue in food and all other non- 
occupational exposures, including 
drinking water from ground water or 
surface water and exposure through 
pesticide use in gardens, lawns, or 
buildings (residential and other indoor 
uses). 

A. Dietary Exposure 

Dietary risks to humans are 
considered negligible based on the lack 
of dietary toxicological endpoints for 
polyoxin D zinc salt, and its non-toxic 
mode of action as a fungi-specific chitin 
synthetase inhibitor that passes through 
mammalian digestive systems. No acute, 
subchronic, mutagenic, immunotoxic, 
reproductive, or chronic dietary toxicity 
hazards were identified in any of the 
studies used to support this exemption 
from the requirement of a tolerance. 
Based on polyoxin D zinc salt’s virtual 
dietary non-toxicity for mammals, no 
aggregate dietary exposure concerns are 
expected. 

1. Food. A Terrestrial Exposure Model 
(T-Rex, v. 1.2.3; EPA, 2005) used to 
calculate terrestrial residue data 
confirms that it is highly unlikely that 
there will be adverse effects resulting 
from the use of polyoxin D zinc salt via 
the oral route of exposure. EPA’s T-Rex 
calculations delimit aggregate 
consumption of residues to no more 
than 40 ppm polyoxin D zinc salt, a 
level that is far below the highest doses 
used in any of the toxicity testing. T-Rex 
residue modeling, findings of negligible 
toxicity, and information confirming 
polyoxin D zinc salt’s fungi-specific 
mode of action demonstrate a lack of 
aggregate dietary risk sufficient to 
support this exemption from the 
requirement of a tolerance. 

2. Drinking water exposure. There is 
a small potential for trace amounts of 
polyoxin D zinc salt to enter ground 
water or other drinking water sources 
after a significant rainfall and surface 
water runoff, and from incidental spray 
drift. While the active ingredient does 
degrade in water over days, it still has 
the remote potential to reach drinking 
water sources. Nonetheless, any 
residues resulting from the scenarios in 
this unit are expected to be so diluted 
as to be negligible. As a result, even if 
there is drinking water exposure, a 
health risk to humans is considered 
negligible. Again, based on the lack of 
toxicological endpoints for polyoxin D 
zinc salt, and its non-toxic fungi- 
specific mode of action as a chitin 
synthetase inhibitor, no dietary risks are 
expected with regard to drinking water 
exposure. 

B. Other Non-Occupational Exposure 

No new non-occupational exposure is 
expected to result from the new 
agricultural uses of polyoxin D zinc salt. 
However, the Agency notes that no 
health risks are expected from any 
exposure to this active ingredient in any 
event. A 1997 risk assessment of 
polyoxin D zinc salt makes clear that 
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even the expected non-agricultural non- 
occupational exposures that are 
associated with this active ingredient 
pose negligible risks. Polyoxin D zinc 
salt is characterized by its negligible 
toxicity; it has a non-toxic, fungistatic, 
fungi-specific mode of action, and it 
demonstrates no mammalian dietary 
effects. 

1. Dermal exposure. No new non- 
occupational dermal exposures are 
expected to result from the new 
agricultural uses of polyoxin D zinc salt. 
Any new dermal exposure associated 
with this new agricultural use pattern is 
expected to be occupational in nature. 

2. Inhalation exposure. No new non- 
occupational inhalation exposures are 
expected to result from the new 
agricultural uses of polyoxin D zinc salt. 
Any new inhalation exposure associated 
with this new agricultural use pattern is 
expected to be occupational in nature. 

V. Cumulative Effects 
Pursuant to section 408(b)(2)(D)(v) of 

FFDCA, EPA has considered available 
information concerning the cumulative 
effects of polyoxin D zinc salt residues 
and other substances that have a 
common mechanism of toxicity. These 
considerations include the cumulative 
effects on infants and children of 
polyoxin D zinc salt residues and other 
substances with a common mechanism 
of toxicity. Because there is no 
indication of mammalian toxicity, the 
Agency concludes that there are no 
cumulative effects arising from polyoxin 
D zinc salt residues in or on almonds, 
cucurbit vegetables, fruiting vegetables, 
ginseng, grapes, pistachios, pome fruits, 
potatoes and strawberries. 

VI. Determination of Safety for U.S. 
Population, Infants and Children 

Health risks to humans, including 
infants and children are considered 
negligible. There is a lack of meaningful 
toxicological endpoints for polyoxin D 
zinc salt. Moreover, polyoxin D zinc salt 
is defined by its fungistatic non-toxic 
mode of action, and demonstrates no 
mammalian effect. Accordingly, it is 
considered to have negligible toxicity, 
and there are no acute or chronic dietary 
risk concerns for sensitive 
subpopulations. 

1. U.S. population. The Agency has 
determined that there is reasonable 
certainty that no harm will result to the 
U.S. population from aggregated 
exposure to residues of polyoxin D zinc 
salt. This includes all dietary exposures 
and other exposures for which there is 
reliable information. The Agency has 
arrived at this conclusion based on 
polyoxin D zinc salt’s non-toxic fungi- 
specific mode of action, and its 

observed non-toxic effect on mammals. 
The Agency finds that the combination 
of registered turf use and the proposed 
crop uses of polyoxin D zinc salt has a 
reasonable certainty of no harm to the 
U.S. population. 

2. Infants and children. Section 408 of 
FFDCA provides that EPA shall apply 
an additional tenfold margin of 
exposure (safety) for infants and 
children in the case of threshold effects 
to account for prenatal and postnatal 
toxicity and the completeness of the 
database unless the EPA determines that 
a different margin of exposure (safety) 
will be safe for infants and children. 
Based on all the reliable available 
information the Agency reviewed on 
polyoxin D zinc salt, the Agency 
concludes that there are no residual 
uncertainties for prenatal/postnatal 
toxicity resulting from polyoxin D zinc 
salt, and that polyoxin D zinc salt has 
relatively low toxicity to mammals from 
a dietary standpoint, including infants 
and children. Accordingly, there are no 
threshold effects of concern and an 
additional margin of safety is not 
necessary to protect infants and 
children. Indeed, the available data 
indicate that polyoxin D zinc salt has 
very low toxicity, including to infants 
and children, and no increased 
sensitivity of infants or children was 
indicated in any of the laboratory 
studies. In sum, there is a reasonable 
certainty of no harm to infants and 
children with regard to the proposed 
food uses of polyoxin D zinc salt. 

VII. Other Considerations 

A. Endocrine Disruptors 

Based on available data, no endocrine 
system-related effects have been 
identified with the consumption of 
polyoxin D zinc salt. No evidence of 
endocrine system effects was observed 
in the immunotoxicity, subchronic, 
chronic, teratology or reproduction 
studies. 

B. Analytical Method 

Through this action, the Agency 
proposes an exemption from the 
requirement of a tolerance of polyoxin 
D zinc salt when used on almonds, 
cucurbit vegetables, fruiting vegetables, 
ginseng, grapes, pistachios, pome fruits, 
potatoes and/or strawberries, without 
any numerical limitations for residues. 
EPA has determined that residues 
resulting from the pesticidal uses of 
polyoxin D zinc salt would as a matter 
of viable application be low, and that 
there are no significant toxicity 
concerns regarding this active 
ingredient. As a result, the Agency has 
concluded that an analytical method is 

not required for enforcement purposes 
for this proposed use of polyoxin D zinc 
salt. 

C. Codex Maximum Residue Level 
Through this action, the Agency 

proposes an exemption from the 
requirement of a tolerance of polyoxin 
D zinc salt when used on almonds, 
cucurbit vegetables, fruiting vegetables, 
ginseng, grapes, pistachios, pome fruits, 
potatoes and/or strawberries, without 
any numerical limitations for residues. 
EPA has determined that residues 
resulting from the pesticidal uses of 
polyoxin D zinc salt would as a matter 
of viable application be low, and that 
there are no significant toxicity 
concerns regarding this active 
ingredient. As a result, the Agency has 
concluded that an analytical method is 
not required for enforcement purposes 
for this proposed use of polyoxin D zinc 
salt. 

VIII. Conclusions 
Based on the information submitted, 

and other information available to the 
Agency, EPA is establishing an 
exemption from the tolerance 
requirements pursuant to section 408(c) 
of FFDCA for residues of polyoxin D 
zinc salt in or on almonds, cucurbit 
vegetables, fruiting vegetables, ginseng, 
grapes, pistachios, pome fruits, potatoes 
and strawberries. 

IX. Statutory and Executive Order 
Reviews 

This final rule establishes a tolerance 
under section 408(d) of FFDCA in 
response to a petition submitted to the 
Agency. The Office of Management and 
Budget (OMB) has exempted these types 
of actions from review under Executive 
Order 12866, entitled Regulatory 
Planning and Review (58 FR 51735, 
October 4, 1993). Because this final rule 
has been exempted from review under 
Executive Order 12866, this final rule is 
not subject to Executive Order 13211, 
entitled Actions Concerning Regulations 
That Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
22, 2001) or Executive Order 13045, 
entitled Protection of Children from 
Environmental Health Risks and Safety 
Risks (62 FR 19885, April 23, 1997). 
This final rule does not contain any 
information collections subject to OMB 
approval under the Paperwork 
Reduction Act (PRA), 44 U.S.C. 3501 et 
seq., nor does it require any special 
considerations under Executive Order 
12898, entitled Federal Actions to 
Address Environmental Justice in 
Minority Populations and Low-Income 
Populations (59 FR 7629, February 16, 
1994). 

VerDate Aug<31>2005 14:43 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00043 Fmt 4700 Sfmt 4700 E:\FR\FM\19NOR1.SGM 19NOR1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S



69564 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

Since tolerances and exemptions that 
are established on the basis of a petition 
under section 408(d) of FFDCA, such as 
the tolerance in this final rule, do not 
require the issuance of a proposed rule, 
the requirements of the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.) do not apply. 

This final rule directly regulates 
growers, food processors, food handlers, 
and food retailers, not States or tribes, 
nor does this action alter the 
relationships or distribution of power 
and responsibilities established by 
Congress in the preemption provisions 
of section 408(n)(4) of FFDCA. As such, 
the Agency has determined that this 
action will not have a substantial direct 
effect on States or tribal governments, 
on the relationship between the national 
government and the States or tribal 
governments, or on the distribution of 
power and responsibilities among the 
various levels of government or between 
the Federal Government and Indian 
tribes. Thus, the Agency has determined 
that Executive Order 13132, entitled 
Federalism (64 FR 43255, August 10, 
1999) and Executive Order 13175, 
entitled Consultation and Coordination 
with Indian Tribal Governments (65 FR 
67249, November 9, 2000) do not apply 
to this final rule. In addition, this final 
rule does not impose any enforceable 
duty or contain any unfunded mandate 
as described under Title II of the 
Unfunded Mandates Reform Act of 1995 
(UMRA) (Public Law 104–4). 

This action does not involve any 
technical standards that would require 
Agency consideration of voluntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(NTTAA), Public Law 104–113, section 
12(d) (15 U.S.C. 272 note). 

X. Congressional Review Act 
The Congressional Review Act, 5 

U.S.C. 801 et seq., generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to each House of 
the Congress and to the Comptroller 
General of the United States. EPA will 
submit a report containing this rule and 
other required information to the U.S. 
Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of this final rule in the 
Federal Register. This final rule is not 
a ‘‘major rule’’ as defined by 5 U.S.C. 
804(2). 

List of Subjects in 40 CFR Part 180 
Environmental protection, 

Administrative practice and procedure, 
Agricultural commodities, Pesticides 

and pests, Reporting and recordkeeping 
requirements. 

Dated: November 11, 2008. 
Debra Edwards, 
Director, Office of Pesticide Programs. 

■ Therefore, 40 CFR chapter I is 
amended as follows: 

PART 180—[AMENDED] 

■ 1. The authority citation for part 180 
continues to read as follows: 

Authority: 21 U.S.C. 321(q), 346a and 371. 

■ 2. Section 180.1285 is added to 
subpart D to read as follows: 

§ 180.1285 Polyoxin D zinc salt; exemption 
from the requirement of a tolerance. 

An exemption from the requirement 
of a tolerance is established for the 
residues of the biochemical pesticide 
polyoxin D zinc when used as a 
fungicide on almonds, cucurbit 
vegetables, fruiting vegetables, ginseng, 
grapes, pistachios, pome fruits, potatoes 
and strawberries. 
[FR Doc. E8–27485 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–S 

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

44 CFR Part 65 

[Docket No. FEMA–B–1019] 

Changes in Flood Elevation 
Determinations 

AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Interim rule. 

SUMMARY: This interim rule lists 
communities where modification of the 
Base (1% annual-chance) Flood 
Elevations (BFEs) is appropriate because 
of new scientific or technical data. New 
flood insurance premium rates will be 
calculated from the modified BFEs for 
new buildings and their contents. 
DATES: These modified BFEs are 
currently in effect on the dates listed in 
the table below and revise the Flood 
Insurance Rate Maps (FIRMs) in effect 
prior to this determination for the listed 
communities. 

From the date of the second 
publication of these changes in a 
newspaper of local circulation, any 
person has ninety (90) days in which to 
request through the community that the 
Mitigation Assistant Administrator of 
FEMA reconsider the changes. The 

modified BFEs may be changed during 
the 90-day period. 
ADDRESSES: The modified BFEs for each 
community are available for inspection 
at the office of the Chief Executive 
Officer of each community. The 
respective addresses are listed in the 
table below. 
FOR FURTHER INFORMATION CONTACT: 
William R. Blanton, Jr., Engineering 
Management Branch, Mitigation 
Directorate, Federal Emergency 
Management Agency, 500 C Street, SW., 
Washington, DC 20472, (202) 646–3151. 

SUPPLEMENTARY INFORMATION: The 
modified BFEs are not listed for each 
community in this interim rule. 
However, the address of the Chief 
Executive Officer of the community 
where the modified BFE determinations 
are available for inspection is provided. 

Any request for reconsideration must 
be based on knowledge of changed 
conditions or new scientific or technical 
data. 

The modifications are made pursuant 
to section 201 of the Flood Disaster 
Protection Act of 1973, 42 U.S.C. 4105, 
and are in accordance with the National 
Flood Insurance Act of 1968, 42 U.S.C. 
4001 et seq., and with 44 CFR part 65. 

For rating purposes, the currently 
effective community number is shown 
and must be used for all new policies 
and renewals. 

The modified BFEs are the basis for 
the floodplain management measures 
that the community is required to either 
adopt or to show evidence of being 
already in effect in order to qualify or 
to remain qualified for participation in 
the National Flood Insurance Program 
(NFIP). 

These modified BFEs, together with 
the floodplain management criteria 
required by 44 CFR 60.3, are the 
minimum that are required. They 
should not be construed to mean that 
the community must change any 
existing ordinances that are more 
stringent in their floodplain 
management requirements. The 
community may at any time enact 
stricter requirements of its own, or 
pursuant to policies established by the 
other Federal, State, or regional entities. 
The changes BFEs are in accordance 
with 44 CFR 65.4. 

National Environmental Policy Act. 
This interim rule is categorically 
excluded from the requirements of 44 
CFR part 10, Environmental 
Consideration. An environmental 
impact assessment has not been 
prepared. 

Regulatory Flexibility Act. As flood 
elevation determinations are not within 
the scope of the Regulatory Flexibility 
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Act, 5 U.S.C. 601–612, a regulatory 
flexibility analysis is not required. 

Regulatory Classification. This 
interim rule is not a significant 
regulatory action under the criteria of 
section 3(f) of Executive Order 12866 of 
September 30, 1993, Regulatory 
Planning and Review, 58 FR 51735. 

Executive Order 13132, Federalism. 
This interim rule involves no policies 
that have federalism implications under 
Executive Order 13132, Federalism. 

Executive Order 12988, Civil Justice 
Reform. This interim rule meets the 
applicable standards of Executive Order 
12988. 

List of Subjects in 44 CFR Part 65 

Flood insurance, Floodplains, 
Reporting and recordkeeping 
requirements. 

■ Accordingly, 44 CFR part 65 is 
amended to read as follows: 

PART 65—[AMENDED] 

1. The authority citation for part 65 
continues to read as follows: 

Authority: 42 U.S.C. 4001 et seq.; 
Reorganization Plan No. 3 of 1978, 3 CFR, 
1978 Comp., p. 329; E.O. 12127, 44 FR 19367, 
3 CFR, 1979 Comp., p. 376. 

§ 65.4 [Amended] 

■ 2. The tables published under the 
authority of § 65.4 are amended as 
follows: 

State and county Location and case 
No. 

Date and name of newspaper 
where notice was published Chief executive officer of community Effective date of 

modification 
Community 

No. 

Alabama: Tusca-
loosa.

Unincorporated 
areas of Tusca-
loosa County (08– 
04–3997P).

October 15, 2008; October 22, 
2008; The Northport Gazette.

The Honorable W. Hardy McCollum, Tus-
caloosa County Probate Judge, 714 
Greensboro Avenue, Tuscaloosa, AL 
35401.

February 19, 2009 .......... 010201 

Arizona: 
Maricopa ........... City of El Mirage 

(08–09–1516P).
October 16, 2008; October 23, 

2008; Arizona Business Ga-
zette.

The Honorable Fred Waterman, Mayor, 
City of El Mirage, P.O. Box 26, El Mi-
rage, AZ 85335.

February 20, 2009 .......... 040041 

Maricopa ........... Unincorporated 
areas of Maricopa 
County (08–09– 
1516P).

October 16, 2008; October 23, 
2008; Arizona Business Ga-
zette.

The Honorable Andrew W. Kunasek, 
Chairman, Maricopa County Board of 
Supervisors, 301 West Jefferson Street, 
10th Floor, Phoenix, AZ 85003.

February 20, 2009 .......... 040037 

Maricopa ........... City of Phoenix (06– 
09–B582P).

December 27, 2007; January 3, 
2008; Arizona Business Ga-
zette.

The Honorable Phil Gordon, Mayor, City 
of Phoenix, 200 West Washington 
Street, 11th Floor, Phoenix, AZ 85003– 
1611.

April 3, 2008 ................... 040051 

Maricopa ........... City of Surprise (08– 
09–1516P).

October 16, 2008; October 23, 
2008; Arizona Business Ga-
zette.

The Honorable Lyn Truitt, Mayor, City of 
Surprise, 12425 West Bell Road, Sur-
prise, AZ 85374.

February 20, 2009 .......... 040053 

California: San Luis 
Obispo.

City of Atascadero 
(08–09–0724P).

October 22, 2008; October 29, 
2008; Atascadero News.

The Honorable Tom O’Malley, Mayor, 
City of Atascadero, 6907 El Camino 
Real, Atascadero, CA 93422.

October 6, 2008 ............. 060700 

Colorado: 
Douglas ............ Unincorporated 

areas of Douglas 
County (08–08– 
0553P).

October 2, 2008; October 9, 
2008; Douglas County News- 
Press.

The Honorable Melanie A. Worley, Chair-
man, Douglas County Board of Com-
missioners, 100 Third Street, Castle 
Rock, CO 80104.

February 6, 2009 ............ 080049 

Douglas ............ Town of Parker (08– 
08–0553P).

October 2, 2008; October 9, 
2008; Douglas County News- 
Press.

The Honorable David Casiano, Mayor, 
Town of Parker, 20120 East Main 
Street, Parker, CO 80138–7334.

February 6, 2009 ............ 080310 

El Paso ............. Unincorporated 
areas of El Paso 
County (08–08– 
0630P).

October 8, 2008; October 15, 
2008; El Paso County Adver-
tiser.

The Honorable Dennis Hisey, Chairman, 
El Paso County Board of Commis-
sioners, 27 East Vermijo Avenue, Colo-
rado Springs, CO 80903–2208.

September 24, 2008 ....... 080059 

Connecticut: Fairfield City of Stamford 
(08–01–0709P).

June 20, 2008; June 27, 2008; 
The Advocate.

The Honorable Dannel P. Malloy, Mayor, 
City of Stamford, 888 Washington Bou-
levard, Stamford, CT 06904.

May 30, 2008 ................. 090015 

Delaware: Kent ........ Unincorporated 
areas of Kent 
County (08–03– 
1557P).

October 17, 2008; October 24, 
2008; The News Journal.

The Honorable P. Brooks Banta, Presi-
dent, Board of Commissioners, 555 
Bay Road, Dover, DE 19901.

February 23, 2009 .......... 100001 

Florida: Polk ............ City of Lakeland 
(08–04–5418P).

October 10, 2008; October 17, 
2008; The Ledger.

The Honorable Ralph L. Fletcher, Mayor, 
City of Lakeland, 228 South Massachu-
setts Avenue, Lakeland, FL 33801.

February 16, 2009 .......... 120267 

Georgia: Columbia .. Unincorporated 
areas of Columbia 
County (08–04– 
3896P).

October 19, 2008; October 26, 
2008; The Columbia County 
News Times.

The Honorable Ron C. Cross, Chairman, 
Columbia County Board of Commis-
sioners, P.O. Box 498, Evans, GA 
30809.

February 23, 2009 .......... 130059 

Illinois: 
Cook ................. Village of Barrington 

Hills (08–05– 
2649P).

May 22, 2008; May 29, 2008; 
Barrington Courier Review.

The Honorable Robert G. Abboud, Presi-
dent, Village of Barrington Hills, 112 
Algonquin Road, Barrington Hills, IL 
60010.

April 30, 2008 ................. 170058 

Cook ................. Unincorporated 
areas of Cook 
County (08–05– 
2074P).

October 14, 2008; October 21, 
2008; Southtown Star.

The Honorable Todd H. Stroger, Presi-
dent, Cook County Board of Commis-
sioners, 118 North Clark Street, Room 
537, Chicago, IL 60602.

November 7, 2008 .......... 170054 

Cook ................. Village of Ford 
Heights (08–05– 
2074P).

October 14, 2008; October 21, 
2008; Southtown Star.

The Honorable Saul L. Beck, Mayor, Vil-
lage of Ford Heights, 1343 Ellis Ave-
nue, Ford Heights, IL 60411.

November 7, 2008 .......... 170084 

Cook ................. Village of Sauk Vil-
lage (08–05– 
2074P).

October 14, 2008; October 21, 
2008; Southtown Star.

The Honorable Roger G. Peckham, 
Mayor, Village of Sauk Village, 21701 
Torrence Avenue, Sauk Village, IL 
60411.

November 7, 2008 .......... 170157 
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State and county Location and case 
No. 

Date and name of newspaper 
where notice was published Chief executive officer of community Effective date of 

modification 
Community 

No. 

Dupage ............. Village of 
Bensenville (08– 
05–0178P).

October 15, 2008; October 22, 
2008; Daily Herald.

The Honorable John C. Geils, President, 
Village of Bensenville, 12 South Center 
Street, Bensenville, IL 60106.

September 29, 2008 ....... 170200 

Dupage ............. Village of Elk Grove 
(08–05–0178P).

October 15, 2008; October 22, 
2008; Daily Herald.

The Honorable Craig B. Johnson, Mayor, 
Village of Elk Grove, 901 Wellington 
Avenue, Elk Grove Village, IL 60007.

September 29, 2008 ....... 170088 

Maine: Waldo .......... Town of Lincolnville 
(08–01–0911P).

September 18, 2008; Sep-
tember 25, 2008; The Re-
publican Journal.

The Honorable Rosendel Gerry, Select-
man, Town of Lincolnville, 493 Hope 
Road, Lincolnville, ME 04849.

August 29, 2008 ............. 230172 

Mississippi: Madison Unincorporated 
areas of Madison 
County (07–04– 
5199P).

August 14, 2008; August 21, 
2008; Madison County Jour-
nal.

The Honorable Timothy L. Johnson, 
President, Madison County Board of 
Supervisors, P.O. Box 608, Canton, MS 
39046.

December 22, 2008 ........ 280228 

Missouri: Platte ........ Unincorporated 
areas of Platte 
County (08–07– 
1586P).

October 15, 2008; October 22, 
2008; The Landmark.

Mr. Tom Pryor, First District Commis-
sioner, Platte County, Platte County 
Administrative Building, 415 Third 
Street, Suite 105, Platte City, MO 
64079.

February 19, 2009 .......... 290475 

Nevada: 
Clark ................. Unincorporated 

areas of Clark 
County (08–09– 
0253P).

October 10, 2008; October 17, 
2008; Las Vegas Review 
Journal.

The Honorable Rory Reid, Chair, Clark 
County Board of Commissioners, 500 
South Grand Central Parkway, Las 
Vegas, NV 89106.

September 26, 2008 ....... 320003 

Clark ................. Unincorporated 
areas of Clark 
County (08–09– 
0919P).

October 10, 2008; October 17, 
2008; Las Vegas Review 
Journal.

The Honorable Rory Reid, Chair, Clark 
County Board of Commissioners, 500 
South Grand Central Parkway, Las 
Vegas, NV 89106.

September 30, 2008 ....... 320003 

New York: Seneca .. Town of Seneca 
Falls (08–02– 
1344P).

October 9, 2008; October 16, 
2008; Reveille Between the 
Lakes.

The Honorable Duane Moore, Council-
man, Town of Seneca Falls, 32 State 
Street, Seneca Falls, NY 13148.

April 2, 2009 ................... 360756 

Pennsylvania: York .. Township of Dover 
(08–03–1498P).

October 10, 2008; October 17, 
2008; York Daily Record.

The Honorable Shane Patterson, Chair-
man, Board of Supervisors, Dover 
Township, 2480 West Canal Road, 
Dover, PA 17315.

September 30, 2008 ....... 420920 

South Carolina: 
Richland.

Unincorporated 
areas of Richland 
County (08–04– 
5022P).

October 10, 2008; October 17, 
2008; The State.

The Honorable Joseph McEachern, 
Chairman, Richland County Council, 
Richland County Administrative Build-
ing, 2020 Hampton Street, Second 
Floor, Columbia, SC 29202.

February 16, 2009 .......... 450170 

Tennessee: 
Williamson ........ City of Brentwood 

(08–04–2646P).
October 16, 2008; October 23, 

2008; The Tennessean.
The Honorable Joe Reagan, Mayor, City 

of Brentwood, P. O. Box 788, Brent-
wood, TN 37024.

February 20, 2009 .......... 470205 

Williamson ........ Unincorporated 
areas of 
Williamson County 
(08–04–2646P).

October 16, 2008; October 23, 
2008; The Tennessean.

The Honorable Rogers C. Anderson, 
Mayor, Williamson County, 1320 West 
Main Street, Suite 125, Franklin, TN 
37064.

February 20, 2009 .......... 470204 

Texas: 
Bastrop ............. City of Bastrop (08– 

06–0048P).
July 9, 2008; July 16, 2008; 

Elgin Courier.
The Honorable Terry Orr, Mayor, City of 

Bastrop, P.O. Box 427, Bastrop, TX 
78602.

November 13, 2008 ........ 480022 

Bastrop ............. Unincorporated 
areas of Bastrop 
County (08–06– 
0048P).

July 9, 2008; July 16, 2008; 
Elgin Courier.

The Honorable Ronnie McDonald, 
Bastrop County Judge, 804 Pecan 
Street, Bastrop, TX 78602.

November 13, 2008 ........ 481193 

Bexar ................ City of San Antonio 
(08–06–1356P).

October 9, 2008; October 16, 
2008; San Antonio Express 
News.

The Honorable Phil Hardberger, Mayor, 
City of San Antonio, P.O. Box 839966, 
San Antonio, TX 78283.

September 24, 2008 ....... 480045 

Tarrant .............. City of Fort Worth 
(08–06–2295P).

October 9, 2008; October 16, 
2008; Fort Worth Star Tele-
gram.

The Honorable Mike Moncrief, Mayor, 
City of Fort Worth, 1000 Throckmorton 
Street, Fort Worth, TX 76102.

February 13, 2009 .......... 480596 

Tarrant .............. City of Keller (08– 
06–2436P).

October 9, 2008; October 16, 
2008; Fort Worth Star Tele-
gram.

The Honorable Pat McGrail, Mayor, City 
of Keller, P.O. Box 770, Keller, TX 
76244.

February 13, 2009 .......... 480602 

Virginia: Independent 
City.

City of Lynchburg 
(08–03–0310P).

July 18, 2008; July 25, 2008; 
The Lynchburg Ledger.

The Honorable Joan F. Foster, 900 
Church Street, Lynchburg, VA 24504.

November 21, 2008 ........ 510093 

Wisconsin: Dane ..... Village of Waunakee 
(08–05–1363P).

August 14, 2008; August 21, 
2008; Waunakee Tribune.

Mr. Kim Wilde, Village Administrator, Vil-
lage of Waunakee, 500 West Main 
Street, Waunakee, WI 53597.

November 26, 2008 ........ 550093 
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(Catalog of Federal Domestic Assistance No. 
97.022, ‘‘Flood Insurance.’’) 

Dated: November 12, 2008. 
Michael K. Buckley, 
Acting Assistant Administrator, Mitigation 
Directorate, Department of Homeland 
Security, Federal Emergency Management 
Agency. 
[FR Doc. E8–27492 Filed 11–18–08; 8:45 am] 
BILLING CODE 9110–12–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Part 76 

[CS Docket No. 97–80; FCC 98–116] 

Commercial Availability of Navigation 
Devices 

AGENCY: Federal Communications 
Commission. 
ACTION: Final rule; announcement of 
effective date. 

SUMMARY: In this document, the 
Commission announces that the Office 
of Management and Budget (OMB) 
approved the information collection 
3060–0849 associated with Subpart P of 
Part 76. These revised rules will take 
effect as of the date of this notice. On 
July 15, 1998, the Commission 
published the summary document of the 
Report and Order, In the Matter of 
Commercial Availability of Navigation 
Devices, CS Docket No. 97–80; FCC 98– 
116, at 63 FR 38089. 
DATES: Subpart B to part 76 was added 
on July 15, 2008 (63 FR 38094) with the 
effective date pending approval of 
information collection and reporting 
requirements by the Office of 
Management and Budget. This 
document announces the approval of 
those requirements effective November 
19, 2008. 
FOR FURTHER INFORMATION CONTACT: For 
additional information, please contact 
Cathy Williams at 
Cathy.Williams@fcc.gov or on (202) 
418–2819. 
SUPPLEMENTARY INFORMATION: This 
document announces that on October 
15, 1998, OMB approved the 
information collection requirement(s) 
contained in Subpart P of Part 76 with 
the exception of section 76.1204 which 
became effective on July 1, 2000. The 
OMB Control Number is 3060–0849. 
Under 5 CFR 1320, an agency may not 
conduct or sponsor a collection of 
information unless it displays a current, 
valid OMB Control Number. No person 
shall be subject to any penalty for failing 
to comply with a collection of 
information subject to the Paperwork 

Reduction Act that does not display a 
valid OMB Control Number. 
Federal Communications Commission. 
Marlene H. Dortch, 
Secretary. 
[FR Doc. E8–27243 Filed 11–18–08; 8:45 am] 
BILLING CODE 6712–01–P 

DEPARTMENT OF TRANSPORTATION 

Federal Motor Carrier Safety 
Administration 

49 CFR Parts 385 and 395 

[Docket No. FMCSA–2004–19608] 

RIN–2126–AB14 

Hours of Service of Drivers 

AGENCY: Federal Motor Carrier Safety 
Administration (FMCSA), DOT. 
ACTION: Final rule. 

SUMMARY: FMCSA adopts as final the 
provisions of the Agency’s December 17, 
2007, interim final rule concerning 
hours of service (HOS) for commercial 
motor vehicle (CMV) drivers. This final 
rule allows CMV drivers to continue to 
drive up to 11 hours within a 14-hour, 
non-extendable window from the start 
of the workday, following at least 10 
consecutive hours off duty (11-hour 
rule). The rule also allows motor 
carriers and drivers to continue to 
restart calculations of the weekly on- 
duty limits after the driver has at least 
34 consecutive hours off duty (34-hour 
restart). 
DATES: Effective Date: This rule is 
effective January 19, 2009. 

Docket: For access to the docket to 
read background documents or 
comments received, go to http:// 
www.regulations.gov at any time or to 
the ground floor, room W12–140, U.S. 
Department of Transportation (DOT) 
Building, 1200 New Jersey Avenue, SE., 
Washington, DC, between 9 a.m. and 5 
p.m. e.t., Monday through Friday, 
except Federal holidays. 

Privacy Act: Anyone is able to search 
the electronic form of all comments 
received into any of our dockets by the 
name of the individual submitting the 
comment (or signing the comment, if 
submitted on behalf of an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19476) or you may visit http:// 
docketsinfo.dot.gov. 

FOR FURTHER INFORMATION CONTACT: Mr. 
Thomas Yager, Chief, FMCSA Driver 

and Carrier Operations. Telephone (202) 
366–4325 or E-mail MCPSD@dot.gov. 
SUPPLEMENTARY INFORMATION: 

Table of Contents 
A. Legal Basis for the Rulemaking 
B. Background 
C. Discussion of Rule 
D. Discussion of Comments 

1. Statutory Duty 
2. Comments on Safety 
3. Comments on Driver Health 
4. Approach to Research 
5. Use of Data, Analysis, and Modeling 

E. Regulatory Analyses and Notices 
F. List of References 
G. Removal of Rescission Provision 

A. Legal Basis for the Rulemaking 
This rule is based on the authority of 

the Motor Carrier Act of 1935 and the 
Motor Carrier Safety Act of 1984. The 
Motor Carrier Act of 1935 provides that 
‘‘The Secretary of Transportation may 
prescribe requirements for (1) 
qualifications and maximum hours of 
service of employees of, and safety of 
operation and equipment of, a motor 
carrier; and, (2) qualifications and 
maximum hours of service of employees 
of, and standards of equipment of, a 
motor private carrier, when needed to 
promote safety of operation’’ (Section 
31502(b) of Title 49 of the United States 
Code (49 U.S.C.)). 

The HOS regulations adopted in this 
final rule concern the ‘‘maximum hours 
of service of employees of * * * a 
motor carrier’’ (49 U.S.C. 31502(b)(1)) 
and the ‘‘maximum hours of service of 
employees of * * * a motor private 
carrier’’ (49 U.S.C. 31502(b)(2)). The 
adoption and enforcement of such rules 
were specifically authorized by the 
Motor Carrier Act of 1935. This rule 
rests on that authority. 

The Motor Carrier Safety Act of 1984 
provides concurrent authority to 
regulate drivers, motor carriers, and 
vehicle equipment. It requires the 
Secretary of Transportation to 
‘‘prescribe regulations on commercial 
motor vehicle safety. The regulations 
shall prescribe minimum safety 
standards for commercial motor 
vehicles.’’ Although this authority is 
very broad, the 1984 Act also includes 
specific requirements: ‘‘At a minimum, 
the regulations shall ensure that (1) 
commercial motor vehicles are 
maintained, equipped, loaded, and 
operated safely; (2) the responsibilities 
imposed on operators of commercial 
motor vehicles do not impair their 
ability to operate the vehicles safely; (3) 
the physical condition of operators of 
commercial motor vehicles is adequate 
to enable them to operate the vehicles 
safely; and (4) the operation of 
commercial motor vehicles does not 
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1 See the extended discussion in the preamble of 
the 2005 final rule, 70 FR 49982–49992. 

2 See section F.2. Circadian Influences, in the 
2005 rule, 70 FR 49992. 

3 See section E.1. Sleep Loss/Restriction, 70 FR 
49982–49983. 

4 See section F.4. Split Sleep, 70 FR 49994. 
5 ‘‘A 1999 study of dry freight truckload carriers 

by the Truckload Carriers Association (TCA) 
revealed that drivers spent nearly seven hours 
waiting for each freight shipment that they picked 
up and delivered’’ [70 FR 49986]. Those hours were 
typically excluded from the 15-hour ‘‘limit.’’ 

6 See discussion and sources cited in the 2005 
rule, 70 FR 49992. 

have a deleterious effect on the physical 
condition of the operators’’ [49 U.S.C. 
31136(a)]. 

This rule is also based on the 
authority of the 1984 Act and meets the 
specific mandates of 49 U.S.C. 
31136(a)(2), (3), and (4). Section 
31136(a)(1) primarily governs the 
mechanical condition of CMVs, a 
subject not included in this rulemaking. 
To the extent the phrase ‘‘operated 
safely’’ in paragraph (a)(1) encompasses 
safe driving, this rule also addresses that 
mandate. 

Before prescribing any regulations, 
FMCSA must also consider their ‘‘costs 
and benefits’’ (49 U.S.C. 31136(c)(2)(A) 
and 31502(d)). Those factors are also 
discussed in this final rule. 

B. Background 
For background information on this 

rulemaking, please see the account 
published in the interim final rule (IFR) 
of December 17, 2007 [72 FR 71247, 
71250–71251]. 

C. Discussion of Rule 
FMCSA is promulgating as a final rule 

the provisions of the IFR it adopted on 
December 17, 2007. Because the United 
States Court of Appeals for the District 
of Columbia Circuit (the Court or DC 
Circuit) held in 2007 that the Agency 
had failed to provide an opportunity for 
public comment on certain aspects of 
the 2005 Regulatory Impact Analysis 
(RIA) [Owner-Operator Independent 
Drivers Association, Inc. v. Federal 
Motor Carrier Safety Administration, 
494 F.3d 188 (DC Cir. 2007)], the IFR 
provided a 60-day period for the public 
to comment on the RIA. In response to 
the Court’s finding that FMCSA did not 
provide an adequate explanation for 
certain critical elements in one of its 
analytical models used in the RIA, the 
preamble to the IFR also included a 
detailed explanation of the Agency’s 
time-on-task (TOT) methodology [72 FR 
71252 et seq.], thus satisfactorily 
addressing the second flaw identified by 
the DC Circuit. 

Most of the comments to the IFR 
docket reiterated arguments and 
conclusions set forth during the 2003 
and 2005 HOS rulemakings; the more 
significant comments are discussed 
below. 

Before addressing those comments, it 
is useful to summarize the reasoning 
that led the Agency to adopt the 2005 
HOS rule, which was restored by the 
IFR and is finalized by today’s action. 
Research on the causes and effects of 
fatigue is sometimes inconsistent, 
frequently based on work environments 
other than truck driving, and usually 
conducted on a small scale. It is not 

unusual for an assertion or conclusion 
related to fatigue to be questioned in 
some published study. Researchers have 
also examined environmental factors 
related to many potential driver health 
issues, but these studies are not 
sufficiently precise to allow reasonable 
estimates of the benefits of remedial 
measures.1 

Due to the lack of clear and consistent 
scientific evidence in this area, the 
Agency went to great lengths to review 
the research literature, utilizing 
resources of the Transportation 
Research Board of the National 
Academies, and the National Institute 
for Occupational Safety and Health 
(NIOSH), as well as experts from other 
DOT organizations. FMCSA’s own 
expertise and judgment were 
particularly significant in reviewing, 
evaluating, and properly weighting 
research findings. FMCSA’s unique 
knowledge of the motor carrier industry 
and its patterns of operation provide the 
Agency with a sound basis for assessing 
the safety impact of this rulemaking 
action. In fact, FMCSA’s own field 
surveys, conducted in 2005 and 2007 in 
the course of HOS rulemakings, 
constitute some of the most 
comprehensive sources of data on 
driving hours, off-duty time, and 
utilization of the restart provision. The 
scientific, operational, and economic 
analyses underlying this rule have been 
meticulous and extensive. The 
provisions made final today reflect both 
the paramount importance we attach to 
safety and the critical role of the motor 
carrier industry in the U.S. and world 
economy. 

FMCSA’s principal goal in the 2005 
rule was to ensure truck drivers had 
more opportunity for sleep than under 
the pre-2003 rule, and that the typical 
work schedule would more nearly 
approximate the 24-hour circadian 
ideal.2 Before 2003, drivers were 
required to take only 8 hours off duty 
before driving again. After leaving the 
terminal, returning home, and taking 
care of personal or family matters, a 
driver meeting the minimum 
requirements simply did not have 
enough time to get the 7–8 hours of 
sleep needed to maintain alertness.3 By 
extending the minimum off-duty period 
from 8 to 10 hours, as the 2003 and 2005 
rules did, FMCSA ensured most drivers, 
even those operating on compressed 
schedules, would be able to go home 
and deal with private matters and still 

have sufficient time for a full sleep 
cycle. That objective was preserved in 
the 2007 IFR and today’s final rule. 

The 2005 rule also required drivers 
who use sleeper berths to take 8 
consecutive hours in the berth and 
another 2 hours off duty or in the berth, 
as the driver chose. The previous 
regulations allowed drivers to split their 
sleeper-berth time into two periods, 
neither shorter than two hours. The 
result was that sleeper-berth drivers 
often failed to take a single, 
uninterrupted sleep period long enough 
to avert fatigue. The higher crash rates 
reported for sleeper-berth drivers by the 
National Transportation Safety Board 
reflected that fact.4 The 8-hour sleeper- 
berth period adopted in 2005 meant that 
these drivers would be subject for the 
first time to the same kind of rest 
requirements as all other drivers. The 
DC Circuit upheld that portion of the 
2005 rule in its 2007 decision and it is 
accordingly unchanged by this final 
rule. 

To enhance the effect of increased off- 
duty time, the Agency also reduced the 
driving window. Before 2003, the 
misnamed ‘‘15-hour rule’’ allowed 
driving within a 15-hour window after 
coming on duty—but off-duty time 
taken during that work shift was not 
included in the 15 hours. The result was 
drivers possibly being at the wheel 18 
or 20 hours after coming on duty, 
without having had any significant 
rest.5 The 2003 rule therefore allowed 
driving only within a fixed 14-hour 
window after coming on duty; off-duty 
time no longer stopped the clock. The 
combination of 10 hours off duty and a 
14-hour driving window greatly 
increased the number of drivers who 
would maintain something close to a 24- 
hour schedule. Circadian regularity 
contributes to fatigue-avoidance; 6 the 
longer off-duty requirement and the 
shorter driving window combined to 
improve significantly the likelihood that 
truck drivers would be adequately 
rested before taking to the highway. 
Sleeper-berth drivers, of course, are less 
likely to be on a 24-hour cycle than 
other drivers, but the 2005 rule also 
improved their ability to obtain 
adequate rest before driving. 

Although the 10-hour off-duty 
requirement and the 14-hour, non- 
extendable driving window reduced the 
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7 See Hanowski et al., 2005, 2007a, and 2007b in 
the List of References in section F. 

8 See the discussion and sources cited in the 2005 
final rule, 70 FR 49994–49995, 50023–50026. 

9 ‘‘For most healthy adults an average of 7 to 8 
hours of sleep per 24-hour period has been shown 
to be sufficient to avoid detrimental effects on 
performance.’’ 70 FR 50016. 

10 For example, a 1972 study ‘‘involved subjects 
who worked 8 hours a day for 3 days, followed by 
a 4 hours on/4 hours off schedule (similar to driving 
with a sleeper berth) over a 2-day period. [The 
researcher] found that the average performance of 
drivers dropped to 67 percent of baseline toward 
the end of this period. A 24-hour rest period was 
sufficient to permit recovery back to baseline. A 
simulator study examined daytime driving of 14 
hours on/10 hours off over a 15-day periods * * * 
These authors found that 24 hours was an adequate 
amount of time for recovery. A third study * * * 
found a dramatic recovery with respect to fatigue 
in team drivers who stopped overnight in the 

Continued 

risk of fatigue, these provisions 
simultaneously also imposed new 
constraints on motor carriers. To offset 
these constraints while ensuring the 
fatigue benefits are realized, the Agency 
determined it could allow additional 
operational flexibility by permitting 
increased driving hours without 
diminishing the safety benefits of the 
new provisions. The 2003 rule therefore 
allowed driving no more than 11 hours 
following a period of at least 10 
consecutive hours off duty, compared to 
the 10 hours of driving permitted under 
the former regulations. This balance 
reflects the integrated nature of the 
Agency’s approach to improving the 
HOS rules. The drivers who operated 
instrumented vehicles in the large on- 
road study conducted by Hanowski and 
his colleagues at the Virginia Tech 
Transportation Institute 7 showed no 
statistically significant difference in 
‘‘critical incidents’’ between the 10th 
and 11th hour of driving. ‘‘Critical 
incidents’’ were defined as crashes, near 
crashes (where a rapid evasive 
maneuver was needed to avoid a crash) 
and crash-relevant conflicts (which 
required a crash-avoidance maneuver 
less severe than a near crash, but more 
severe than normal driving). This result 
strongly supports the Agency’s 
conclusion that an 11-hour driving limit 
adopted in this final rule, when 
combined with the 14-hour driving 
window and 10 hours of off-duty time, 
does not pose an increased risk to 
safety. 

Although the Agency did not expect 
a large percentage of drivers to drive for 
11 full hours, any more than they had 
previously driven for a full 10 hours, the 
11th driving hour would give drivers 
and carriers affected by the new 14-hour 
window additional time to complete 
runs that might once have been 
stretched out over 15 or more hours. 
Subsequent comparison and analysis of 
field survey data collected by FMCSA 
during compliance reviews in 2005 and 
2007 has borne out these expectations 
(see below). Although drivers and 
carriers are using the 11th driving hour 
more often than they did in 2005, a 
significant majority of drivers 
represented in FMCSA’s 2007 field 
survey (69 percent) still drove less than 
10 hours during a typical daily shift. In 
comments to the docket for the 2005 
rule and the 2007 IFR, the great majority 
of drivers and carriers who addressed 
this issue supported the 11-hour driving 
limit. 

The most controversial element in the 
2003 rule was the so-called 34-hour 

restart. The 2003 rule did not amend the 
long-standing 60- and 70-hour 
regulations, which provide that a driver 
may not drive after being on duty more 
than 60 hours in 7 consecutive days, or 
in certain cases, 70 hours in 8 
consecutive days. However, it did allow 
drivers a new method of complying 
with those limits. Under the 34-hour 
restart provision, drivers can restart 
their calculations of the cumulative on- 
duty time at any time after the driver 
has 34 consecutive hours off-duty. 
However, because the restart provision 
was accompanied by an increase from 8 
to 10 consecutive hours of off-duty time, 
and a 14-hour, non-extendable window 
within which drivers must complete all 
driving during the work shift, the 
Agency concluded that the restart 
would not decrease safety. Safety data 
published since 2003 has given the 
Agency no cause to reconsider this 
conclusion. 

Under the pre-2003 rule, drivers 
could operate under an 18-hour ‘‘day’’ 
by driving 10 hours, taking 8 hours off 
duty, and then repeating that cycle. This 
schedule shifted the driver’s sleep 
period backward by 6 hours each day, 
disrupting the circadian rhythm and 
interfering with the body’s ability to 
sleep, even if adequate rest hours were 
available. This compressed schedule 
also meant that drivers would exhaust 
their 60 hours of on-duty time early on 
the fifth day and have to wait almost 3 
days until the sliding 7-day measuring 
period again allowed driving. In fact, 
this extended rest period provided an 
economic incentive for drivers to falsify 
their records of duty status and begin 
driving again in defiance of the 60-hour 
rule. 

The 2003 rule eliminated the 18-hour 
‘‘day.’’ The most compressed schedule 
allowed by the 2003 and 2005 rules is 
a 21-hour ‘‘day,’’ i.e., 10 hours off duty 
followed by 11 hours of driving. This is 
substantially more consistent with the 
normal circadian rhythm. A 21-hour 
‘‘day’’ also means that drivers cannot 
reach the 60- or 70-hour limit as quickly 
as they could before 2003 and would 
not have to wait as long at the end of 
the week before regaining compliance 
with the 60- or 70-hour rule. 

FMCSA examined the available 
research on the time needed to recover 
from fatigue.8 As the Agency noted in 
the preamble to the 2005 rule, the 
Transportation Research Board team, 
performing a literature search, ‘‘found 
five studies that provided information 
regarding the recovery time needed for 
CMV drivers after working a long week. 

Four of these studies provide support 
for recovery periods of 34 hours or less, 
while only one of these studies supports 
a recovery period longer than 34 hours. 
Two studies suggest that a single 24- 
hour period is sufficient time for a 
driver to recover from any cumulative 
fatigue’’ [70 FR 49994]. The length of a 
recovery period is not the only factor to 
consider in assessing the adequacy of 
weekly work-rest schedules, however. 
In preparing the 2005 rule, ‘‘[t]he 
Agency attempted to determine whether 
the added hours of recovery through the 
use of a 44-hour recovery period, 
created a net benefit in reducing fatigue 
compared to the potential negative 
impact on circadian rhythm of 
establishing a rotating cycle. The 
Agency has determined that there is no 
conclusive scientific data to guide it in 
determining which factor (recovery time 
vs. circadian disruption) is more 
effective in alleviating fatigue. In sum, 
in deciding to adopt a 34-hour recovery 
period, the Agency considered that 
compliance with a 34-hour recovery 
period results in a CMV driver restarting 
work at approximately the same time of 
day as his or her prior shift. The 34-hour 
recovery period also avoids the shifting 
of daytime to nighttime schedules, 
which research indicates can disturb the 
circadian rhythm and decrease 
alertness’’ [70 FR 50024–50025, August 
25, 2005]. A 34-hour period gives a 
driver an opportunity for two 
consecutive 8-hour sleep periods 
separated by a 16-hour period of 
wakefulness, plus an additional two 
hours at some point in the 34-hour 
period. It allows circadian regularity to 
be maintained and brings the driver 
back to work on approximately the same 
schedule as before the restart. While 
there is valid evidence that drivers who 
get 8 consecutive hours of sleep every 
day should not develop cumulative 
fatigue at all,9 those who fail to follow 
a regular sleep schedule will be able to 
‘‘zero out’’ their fatigue by taking 34 
consecutive hours off duty.10 
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middle of a 4 to 5 day trip. Thus, with less than 
24 hours off, a single night of sleep was very helpful 
for recovery.’’ 70 FR 49994. 

11 A note printed below the table showing 
‘‘Restart Off-Duty Hours’’ on page 4 of the 2007 
field survey incorrectly states that ‘‘[t]his analysis 
excluded any restart period in excess of 72-hours.’’ 
In fact, the table shows that 22 percent of restart 
periods were longer than 72 hours. That error does 
not affect comparisons with restart periods from the 
2005 field survey. 

12 Measured by standardized mortality ratios 
(SMRs) at a 95% confidence interval. See next note. 

13 Laden, et al., ‘‘Cause-Specific Mortality in the 
Unionized U.S. Trucking Industry,’’ Environmental 
Health Perspectives, Vol. 115, No. 8, August 2007, 
pp. 1192–1196. 

14 See section E.3., Exposure to Noise, in the 2005 
final rule, 70 FR 49987. 

15 49 U.S.C. 31136(c)(2), 31502(d). 

Opponents of the 34-hour restart 
argue that, if used to the maximum over 
an extended period, it allows more 
driving and on-duty time on a weekly 
basis than the pre-2003 rule. In theory 
this is true, but FMCSA at that time 
concluded that the restart provision, 
like the 11th hour of driving time, 
would not be utilized to the theoretical 
maximum calculated by some 
commenters. Commenters have not 
provided nor has the Agency seen any 
contrary evidence. As the Agency 
pointed out in the preamble to the 2005 
rule, use of the 34-hour restart to 
generate routinely the very long driving 
and on-duty times critics fear—up to 84 
hours on duty in 7 days or 98 hours in 
8 days—requires an imaginary world 
with ‘‘nearly perfect logistics for picking 
up and delivering a load * * * in other 
words, total elimination of waiting time 
to load, mechanical and equipment 
problems, and traffic- and weather- 
related delays.’’ [70 FR 50022]. The 
Agency’s more realistic scenarios have 
been borne out by all recent evidence. 
As reported in the 2007 IFR [72 FR 
71264–71265], data collected during 
FMCSA’s 2007 field survey show that 
use of the 11th driving hour by long- 
haul drivers increased only slightly 
since the Agency’s similar 2005 survey. 
In 2005, 23 percent of the driving 
periods examined reached into the 11th 
hour, while 27 percent involved the 
11th hour in 2007. Utilization of the 
restart provision has also increased 
somewhat; 84 percent of the drivers in 
the 2007 sample 11 took at least one 
restart period of 34 or more hours 
during the typical work week, compared 
to 73 percent of drivers in the 
comparable 2005 survey. Eight percent 
of the restart periods were exactly 34 
hours long in 2007, compared to 5 
percent in 2005; 22 percent of the restart 
periods were between 36 and 44 hours 
long in 2007, exactly the same as in 
2005; and 65 percent of the periods 
exceeded 44 hours in 2007, compared to 
68 percent in 2005. The Agency 
concluded in its 2007 IFR that, ‘‘while 
the restart provision is being used by 
drivers, the average restart period is far 
longer than 34 hours’’ [72 FR 71265]. 

The American Trucking Associations 
(ATA) surveyed its members in August, 
2007, on their use of the 11th hour of 

driving time and the 34-hour restart. 
The 69 carriers that responded represent 
234,000 drivers; 46 percent of these 
drivers reported using the 11th driving 
hour (meaning 54 percent did not), and 
driving into the 11th hour on 13 percent 
of their daily trips (meaning that 87 
percent of the trips did not reach the 
11th hour). Because of the way ATA’s 
restart data were collected, they are 
difficult to compare to FMCSA data. 
Still, the Agency concluded both in its 
2007 IFR and in today’s final rule that 
the motor carrier industry is using both 
the 11th hour and the 34-hour restart 
provision, not to maximize driving and 
on-duty time, but for ‘‘operational 
flexibility,’’ which is precisely its 
intended purpose [Id.]. This conclusion 
is supported by data and comments 
submitted to the docket, as well as data 
and analysis in the 2008 RIA 
accompanying today’s final rule. No 
commenters provided data or analysis 
indicating any driver’s actual use of the 
restart period over an extended period. 

Operational data therefore provide no 
affirmation of concerns of vastly 
increased on-duty and driving time as a 
consequence of the 11th driving hour 
and the restart provision. The great 
majority of drivers who addressed this 
issue in comments to the docket praised 
the 34-hour restart provision and 
explained that it has enabled them to 
schedule their work more flexibly than 
ever before and thus to spend more time 
with their families, instead of waiting 
out the 60- or 70-hour clock at some 
truck stop far from home. The 2007 
FMCSA Field Survey continues to 
support this conclusion. While 
miscellaneous off-duty periods taken by 
drivers when confronting certain 
logistical realities cannot be used to 
extend the 14-hour window within 
which up to 11 hours of driving time 
may take place, these off-duty periods 
are not counted as driving time or on- 
duty time and thus would reduce the 
likelihood of accumulating 84 hours on 
duty in 7 days, or 98 hours on-duty in 
8 days. For example, if a driver is 
delayed for a few hours while waiting 
to unload a shipment and goes off duty, 
that off-duty time does not extend the 
14-hour window within which up to 11 
hours of driving time may take place; 
however, it is not counted in the 
maximum 60 or 70 hours of on-duty 
time allowed within a 7- or 8-day 
consecutive period, or following a 
minimum 34-hour restart period. In 
other words, it reduces the likelihood 
that a driver would accumulate the 
maximum 84 hours on duty in 7 days, 
or 98 hours on-duty in 8 days, as noted 
by commenters. 

The preamble to the 2005 rule 
discussed in detail the various effects 
that driving a CMV might have on the 
health of drivers (70 FR 49982–49992). 
There is some evidence of adverse 
effects; long-term exposure to diesel 
exhaust seems to entail an increased 
risk of cancer,12 and a recent study 
found an even higher incidence of 
ischemic heart disease among unionized 
truck drivers.13 With the exception of 
noise exposure, all of the studies related 
to driver health and exposure lack a 
dose-response curve for the factor in 
question that would allow FMCSA to 
estimate reliably the effect of longer or 
shorter driving and on-duty time on 
driver health. As for noise exposure, 
FMCSA concluded that drivers should 
not have ‘‘significant hearing loss over 
a lifetime of on-the-job exposure, even 
if drivers drove the maximum hours 
allowed by this final rule.’’ 14 

The Agency is required by statute to 
balance the benefits likely to be 
achieved by its regulations against the 
costs likely to be imposed.15 Because 
the likely benefits to driver health 
cannot be estimated in the absence of a 
dose-response curve, the 2005 rule 
declined to impose HOS limits designed 
to address health issues. Although new 
health studies continue to be published, 
some directly focused on truck drivers, 
the fundamental problem remains: the 
health effects of any particular change 
in the HOS regulations are unknown. 

As explained in the Regulatory Impact 
Analysis (RIA) prepared for the 2005 
rule (and subsequent RIAs), the Agency 
examined several policy scenarios (each 
of which included variations on the 
daily driving and on-duty limits, 
minimum restart periods, and other 
options) and developed elaborate 
simulation models of trucking 
operations, costs, and fatigue- 
performance relationships [see 70 FR 
50044 et seq.]. FMCSA also undertook 
extensive analyses of the effect of 
various policy scenarios on societal 
costs and benefits. This final rule, like 
the 2005 rule, adopts by far the most 
cost-beneficial of the policy scenarios 
examined, as it is the only option that 
yielded net benefits. For instance, the 
selected policy option yielded $270 
million in estimated net annual benefits 
versus net annual societal costs of 
between $1 billion and $1.7 billion 
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16 See Section 6.7, exhibit 6–7, p. 71 of the 2005 
HOS RIA. 

17 See Executive Summary Exhibit ES–4, p. ES– 
6 of the 2008 HOS RIA. 

18 See Section 6.8, pp. 72–75 of the 2005 HOS 
RIA, and Section 6.7, pp. 67–71 of the 2008 HOS 
RIA. 

annually for the other options 
considered.16 Analysis carried out while 
preparing today’s final rule estimated 
that eliminating the 11th driving hour 
and 34-hour restart provisions would 
result in net annual costs of $2.2 
billion.17 The Agency also conducted 
sensitivity analyses involving 
elimination of the 11th daily driving 
hour, both in the 2005 and the 2008 
final rules. In these analyses, the 
Agency essentially doubled the likely 
percentage of fatigue-related large truck 
crashes, tripled the value of a statistical 
life, and increased by 40 percent the risk 
of a fatigue-related large truck crash in 
the 11th hour of driving; in all cases, 
however, the societal costs of 
eliminating the 11th driving hour 
exceeded the benefits.18 

This rulemaking rests on a wide- 
ranging body of data and comprehensive 
analyses, and complies with all 
Congressional mandates. By adopting 
HOS regulations that include increased 
daily off-duty time, a shorter driving 
window, a longer period of 
uninterrupted rest for sleeper-berth 
drivers, and sufficient time for two full 
sleep periods before restarting the 60- or 
70-hour clock, the rule ensures CMVs 
are ‘‘operated safely’’ and drivers’ 
responsibilities ‘‘do not impair their 
ability to operate the vehicles safely,’’ as 
required by 49 U.S.C. 31136(a)(1)–(2), 
respectively. FMCSA discussed in the 
preamble to the 2005 rule the possible 
‘‘deleterious effect [of driving] on the 
physical condition of the operators’’ (49 
U.S.C. 31136(a)(4)), concluding that any 
incremental health effects associated 
with the additional driving and on-duty 
time theoretically available under the 
rule cannot be calculated. This 
conclusion remains accurate today. The 
RIA for this final rule fully complies 
with the statutory requirement to 
consider benefits and costs of regulatory 
activities. Furthermore, data on fatigue- 
related highway fatalities published 
since 2003 show nominal annual 
fluctuations, but nothing of the rising 
trend implied by some criticism of the 
IFR and related earlier rules. In fact, the 
overall large truck fatality rate is at its 
lowest level ever. 

D. Discussion of Comments 
FMCSA received 913 comments to the 

docket; 26 submissions were duplicates 
or non-germane letters. The majority of 
the commenters were individuals, some 

of whom identified themselves as CMV 
drivers. In addition, 122 motor carriers, 
8 trucking associations, 17 other 
industry trade associations, one State 
agency, and 6 safety advocacy groups 
responded to the public docket. Over 
300 comments expressed general 
support for the IFR. Commenters who 
specifically addressed the 11-hour 
driving limit were divided, with 67 
supporting it and 53 stating that 11 
hours is too long. A number of 
commenters favored the 34-hour restart 
provision, with 164 indicating their 
support and 30 stating that it should be 
changed. As one carrier noted, ‘‘The 34- 
hour restart had an immediate impact 
on our drivers, not only did it allow 
more flexibility, it improved their 
quality of life by providing them a way 
to spend more time with their family, 
not only did it refresh their available 
hours for working, but it refreshed them 
mentally and physically which helps 
them be more alert and safer on the 
highways’’ (FMCSA–2004–19608–3006). 
The American Moving and Storage 
Association (AMSA) believed, ‘‘The pro- 
safety aspects of the 34-hour recovery 
and restart provision are undeniable.’’ 
The ATA pointed out, ‘‘Often a restart 
is taken before weekly hours have 
expired in order to better fit driving 
schedules to available work and driver 
preferences. This element of the new 
rules is plainly doing more for stress 
reduction and driver satisfaction than 
any other change.’’ 

J.B. Hunt emphasized that the rule 
permits, but does not require, drivers 
whose accumulated fatigue has been 
reduced or eliminated by the 34-hour 
restart to return to working, and it is a 
much safer system than the previous 
rule. Also, if the driver has obtained 
restorative rest eliminating 
accumulative fatigue, then it should not 
matter how much more work the driver 
is able to do. J.B. Hunt noted that 
‘‘safety reports tend to indicate that 
drivers are as safe or safer now than 
they were before the current rules were 
put in place.’’ The National Industrial 
Transportation League (NITL) agreed, 
stating that, ‘‘Many shippers using 
private fleets have effectively built the 
34-hour restart into their operations, 
which has improved driver satisfaction 
and quality of life.’’ Two commenters 
argued that shorter (24-hour) restart 
periods for oilfield and construction 
industry trucks under 49 CFR 395.1 
have worked safely. 

Two commenters, the National Private 
Truck Council (NPTC) and ATA, stated 
that Federal data and anecdotal 
information showed that motor carrier 
safety had improved since the 2003 rule 
was implemented. NPTC stated that the 

Agency’s interpretation of fatal accident 
data was consistent with self-reported 
data it had submitted from 63 private 
carriers. These companies had reported 
that their safety performance improved 
in the first year of the rule. NPTC 
reported that the safety records of these 
companies have remained steady in the 
subsequent years. ATA cited safety 
improvements shown in national crash 
data and mentioned that data from the 
Bureau of Labor Statistics (BLS) on 
truck driver non-fatal occupational 
injuries show a large decline in truck 
driver injuries from 2002 to 2006. 

Over 90 carriers and carrier 
associations indicated that they had 
seen no adverse safety impacts from the 
HOS regulations; in fact most of them 
reported reductions in crashes and in 
injuries. After reviewing its own safety 
statistics, Schneider National found 
‘‘significant improvements in safety 
under the current HOS regulations. 
Safety is a multi-variant challenge, and 
while we cannot attribute all of the 
improvement to the HOS rules, it is 
reasonable to conclude that the current 
HOS regulations have not had a negative 
impact on safety (as some have 
suggested).’’ The Canadian Trucking 
Alliance stated that since the Canadian 
and U.S. restart provisions have been in 
place, they have been widely used by 
Canadian drivers operating on both 
sides of the border, and the carriers’ 
safety experience has been positive. A 
few carriers also noted that they have 
experienced no increase in crashes 
during the 11th hour of driving. The 
Missouri DOT agreed that the rules have 
not detrimentally impacted safety and 
that the 11-hour limit and the 34-hour 
restart provisions should remain intact. 
One driver believed that his company 
has had an increase in the number of 
accidents because of the 11-hour driving 
limit, but provided no data to support 
his assertion (FMCSA–2004–19608– 
3187). 

ATA discussed truckload and less 
than truckload (LTL) carriers, and noted 
that for truckload operations the 11th 
hour of driving provides flexibility to 
dispatchers who work with customers 
and drivers to schedule freight pickup 
and delivery times. More drivers are 
able to take off-duty rest periods at 
home. The extra hour also provides a 
cushion for irregular route drivers who 
deal with highway congestion, weather, 
construction, and other unexpected 
delays. Some carrier operations can 
provide dedicated service with fewer 
trucks and fewer drivers than in the 
past. ATA pointed out that some LTL 
operations have found opportunities to 
move freight more efficiently with a 
planned use of the 11th hour. Over 60 
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carriers and carrier associations echoed 
these points. One carrier also noted that 
the rule allows more effective 
management of equipment maintenance 
(FMCSA–2004–19608–2878). The 
National Solid Waste Management 
Association supported the rule 
provisions because its members must 
deal with irregular collection schedules 
that include Federal holidays. The 
Specialized Carriers and Rigging 
Association asserted that its members 
must deal with coordinating various 
service provider and customer 
requirements, and comply with 
government permit restrictions on 
routes and operating times. Schneider 
National’s simulation modeling 
indicated that productivity would suffer 
if the 11-hour limit and 34-hour restart 
were eliminated. 

Many commenters raised issues not 
addressed in the IFR, which focused 
only on the 11-hour driving limit and 
the 34-hour restart provisions vacated 
by the Court. In particular, 212 
commenters objected to the non- 
extendable 14-hour duty period; and 
259 expressed opposition to the sleeper- 
berth provisions. Because FMCSA 
responded to these concerns at length in 
the 2005 rule, and because the DC 
Circuit upheld the Agency’s sleeper- 
berth and ‘‘14 hour rule’’ provisions, the 
Agency will not discuss them further in 
this document. See 70 FR 50012–50014, 
50026–50031, August 25, 2005. 
Commenters also continued to express 
concerns about shipper practices, 
parking, driver pay structure, and other 
issues that are beyond the scope of the 
IFR and outside of FMCSA’s statutory 
authority. These comments are not 
addressed in this final rule. 

The following sections summarize the 
comments submitted in response to the 
specific topics covered by the IFR. In 
particular, the discussion addresses the 
comments of the Insurance Institute for 
Highway Safety (IIHS), Public Citizen, 
and, in a joint filing, Advocates for 
Highway and Auto Safety, Public 
Citizen, the International Brotherhood 
of Teamsters, and the Truck Safety 
Coalition (Advocates et al.). 

1. Statutory Duty. Advocates et al. 
asserted that FMCSA has failed to make 
safety its highest priority. They argued 
that ‘‘The Agency has relegated its 
safety mission to simply a balancing of 
economic costs to industry without 
regard for its basic mission—to prevent 
deaths, injuries, and adverse health 
impacts of much longer driving and 
working hours.’’ 

FMCSA Response 
This rule is an excellent example of 

the paramount value FMCSA places on 

safety. It significantly reduces the daily 
driving window and lengthens the off- 
duty period drivers must take, greatly 
reducing the risk of short- and long-term 
fatigue while providing operational 
flexibility. However, as noted in the 
Legal Basis section, the Agency must 
consider multiple factors in issuing any 
motor carrier regulation, including their 
costs and benefits (49 U.S.C. 
31136(c)(2)(A) and 31502(d)). 

In its 2004 decision, the DC Circuit 
stated: ‘‘* * * neither petitioners nor 
the court suggests that the statute 
requires the agency to protect driver 
health to the exclusion of [cost/benefit] 
factors, only that the agency must 
consider it’’ (374 F.3d at 1217). The 
Court thus acknowledges that the 
Agency must consider costs, benefits, 
and health factors in developing 
regulations, though it provided no 
further guidance on the weight to assign 
each factor. There is no case law on 
point, and the legislative history is 
silent. The FMCSA has therefore used 
its analytical capacity, expertise, 
knowledge of the industry, and best 
judgment to create a rule that enhances 
motor carrier safety while minimizing 
costs, consistent with its primary safety 
mission. 

2. Comments on Safety. Advocates et 
al., and to an extent some private 
citizens and drivers, disputed the 
Agency’s assertion that motor carrier 
safety has improved since the 2003 rule 
went into effect, and argued that 
national crash data contradict this 
claim. Specifically, they stated that 
Fatality Analysis Reporting System 
(FARS) data are not consistent and, at 
best, show insignificant decreases in the 
fraction of fatigue-related crashes. In 
any case, they noted that the preamble 
to the 2005 rule itself described recent 
crash data as unreliable and 
inconclusive. They also pointed out that 
total large truck crash fatalities only 
began to decline in 2006, and that large 
truck fatal crashes per million vehicle 
miles traveled actually increased 
immediately after the 2003 rule went 
into effect. Regardless of national crash 
data, commenters stated that the Agency 
has not and cannot establish any causal 
link between improved safety and the 
34-hour restart or the 11th hour of 
allowable driving time. Commenters 
also criticized the Agency for not 
carefully studying the actual near-term 
safety impact of the 2003 rule. 

FMCSA Response 
FMCSA has consistently been 

cautious about inferring causal 
relationships between the HOS 
requirements and trends in overall 
motor carrier safety. The Agency 

believes that the data show no decline 
in highway safety since the 
implementation of the 2003 rule and its 
re-adoption in the 2005 rule and the 
2007 IFR. 

The Agency also examined crashes 
per million vehicle miles traveled. The 
fact that the fatal crash rate continues to 
follow a downward trend suggests the 
HOS regulations have not had an 
adverse impact on safety. The number of 
fatigue-related crashes is small and has 
remained relatively stable from year to 
year, without any clear trend since the 
2003 rule was adopted. 

Advocates et al. are inconsistent in 
arguing that national crash data show a 
definite degradation in safety since the 
2003 rule was implemented, while 
simultaneously claiming that the data 
FMCSA has cited are too preliminary 
and have not been studied in enough 
detail to allow final conclusions. The 
Agency acknowledges that all data 
contain ‘‘noise’’ and that three or even 
four years’ worth of annual crash data 
may not provide definitive evidence of 
the effect of the current HOS rule. 
Nonetheless, actual operations have 
thus far validated the Agency’s analysis 
of the benefits and costs of this rule. 

FMCSA appreciates the self-reports of 
positive safety experiences from 
carriers, discussed previously in this 
document and in the preamble to the 
2005 rule. While not definitive, these 
data are consistent with the Agency’s 
conclusion that safety has been 
maintained under this rule. Moreover, 
the BLS data on occupational injuries 
submitted by ATA seem to provide 
evidence of the overall improvement in 
motor carrier safety. However, because 
these data are not linked in any 
discernible manner to drivers’ work-rest 
schedules, they do not provide 
immediate justification for this rule. 

3. Comments on Driver Health. 
Advocates et al. argued that FMCSA has 
failed to protect driver health and 
consider the impact and costs of long 
hours on driver health. They also stated 
that FMCSA’s position on driver health 
conflicted with the reports of the 
National Research Council’s 
Transportation Research Board (TRB) 
Panels of Experts. They cited a newly 
published NIOSH Conference Report 
and Selective Literature Review 
[Saltzman, G.M., and Belzer, M.H., 
(2007)]. Advocates et al. also stated that 
there are decades of research on the 
impact of long work hours or shift work 
which FMCSA failed to consider in its 
HOS rule. 

FMCSA Response 
The Agency has considered driver 

health at length. FMCSA carefully 
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evaluated health impacts in the 2005 
rule using three steps. First, the Agency 
reviewed numerous studies, including 
those previously cited in a May 20, 
2000, notice of proposed rulemaking 
(NPRM) (65 FR 25540) and in the 2003 
rule. Second, FMCSA contracted with 
the TRB, which selected nationally 
known health and fatigue experts to 
conduct a thorough literature review of 
studies relevant to this rulemaking. The 
research reports TRB discovered 
clustered around a few issues: Driver 
exposure to diesel exhaust, noise, and 
vibration; prevalence of cardiovascular 
disease; and the effect of sleep loss or 
deprivation, shift work, and long work 
hours generally. As discussed at length 
in the preamble to the 2005 rule 
(Section E, 70 FR 49982 et seq.), many 
of the studies involved self-evaluations, 
which cannot be independently 
verified. Other studies are based on 
objective data, but their results are not 
‘‘fine-grained,’’ i.e., they do not allow 
the Agency to calculate the health 
effects of a few more hours of driving or 
on-duty time, or a few less. FMCSA 
reaffirms today the conclusion it 
reached in 2005—this rule neither 
causes nor exacerbates the risks 
associated with driving a CMV. Third, 
when commenters cited over 200 
additional studies they deemed 
relevant, TRB reviewed them to inform 
our health and safety evaluation. In 
addition, the Agency conducted a 
literature review in December of 2007 to 
review studies of driver fatigue and 
health that were completed after the 
TRB review in 2005 [Belenky, G. and 
Wu, L.J., (2008)]. The Agency is not 
aware of, nor did any commenters 
provide, any studies published since the 
2005 rule that would change these 
conclusions. 

Advocates et al. appear to have 
misunderstood FMCSA’s response to 
the TRB panel. FMCSA did not dispute 
that there are some links between 
driving and various health conditions. 
The TRB literature review on driver 
health concluded that ‘‘Lung cancer is 
likely caused by exposure to diesel 
exhaust and the longer that exposure 
lasts the more likely it is that a cancer 
will develop’’ [Orris, P., et al. (2005), p. 
8]. It went on to state that while ‘‘the 
evidence linking this exposure to 
bladder cancer is less robust than that 
to lung cancer, it remains likely that 
there is such a relationship and that it 
is governed by a positive dose response 
curve’’ (Id., p. 8). FMCSA has not 
disagreed with this finding as explained 
fully in section E2, Exposure to Diesel 
Exhaust, of the 2005 HOS rule. 
However, the Agency found: (1) That no 

credible research exists which 
established a positive dose-response 
curve between diesel exhaust and lung 
or bladder cancers; (2) that the U.S. 
Environmental Protection Agency (EPA) 
has undertaken significant steps to 
reduce the amount of diesel particulate 
matter to which commercial drivers are 
exposed; and, (3) that no evidence of 
significant increases in drivers’ working 
hours has appeared, and therefore, that 
drivers have experienced no increased 
exposure to diesel exhaust as a result of 
the 2003 HOS rule compared to the 
prior HOS rule. FMCSA concluded that, 
while exposure to diesel exhaust 
probably entails some risk to drivers, 
neither the 2005 rule, the 2007 IFR, or 
this 2008 final rule causes or 
exacerbates that risk when compared to 
prior HOS rules. 

The TRB medical panel also 
concluded that there is some evidence 
that cardiovascular disease (CVD) is 
caused in part by truck driving, and its 
risk increases with the duration of this 
activity and the disruption of the sleep 
cycle (Id., p. 8). In 2005, a NIOSH 
representative to FMCSA’s health group 
reviewed the literature regarding CMV 
driving and the risk of developing CVD. 
The NIOSH representative concluded, 
and FMCSA concurred, that current 
research suggests the presence of only a 
weak association between CVD and 
truck driving. Additionally, CVD is 
associated with many other 
occupational types. No research studies 
were found that permitted an 
examination of whether additional 
hours of driving a CMV impact driver 
health as measured by increased CVD or 
acute myocardial infarction (AMI). 
FMCSA therefore concluded that 
nothing in the available research 
implicates today’s HOS rule in a 
heightened risk of CVD or AMI. 

The TRB medical panel concluded 
that based on exposure assessments, 
noise-induced hearing loss could be a 
result of a working lifetime as a driver 
(Id., p. 8). The Agency has previously 
funded research to test the noise levels 
in large trucks and reviewed the 
documented research; the tests and the 
research have not shown that truck 
noise exceeds OSHA or FMCSA 
standards. The Agency is not aware of 
any data or epidemiological evidence 
that the noise levels in CMVs may lead 
to significant hearing loss. 

Both the TRB medical panels and the 
Agency concluded that the research on 
whole body vibration (WBV) and its 
potential health effects, such as low 
back syndrome, is inconclusive because 
the studies rely primarily on self- 
reporting and application of risks 
derived from other environments (Id., p. 

8). The literature related to commercial 
driving and other musculoskeletal 
disorders suffers from the same 
limitations (Id., p. 8). The studies that 
tested vibration in CMVs found that 
vibration was close to the International 
Organization for Standardization (ISO) 
health risk threshold, but it did not 
consistently exceed that threshold. 
When comparing the 2003 HOS rule to 
today’s rule, it is the Agency’s best 
judgment that, based on the studies 
reviewed and comments received, WBV 
does not pose a significant health risk to 
CMV drivers. 

FMCSA also reviewed the NIOSH 
report entitled Overtime and Extended 
Work Shifts: Recent Findings on 
Illnesses, Injuries, and Health Behaviors 
[Caruso, C.C., et al. (2004)] and all 
studies in the report regarding 
commercial drivers. For a complete 
description of the Agency’s review and 
analysis of the NIOSH report, see 
section E.6., Long Work Hours, in the 
preamble to the 2005 HOS rule (70 FR 
49989 et seq.). In short, the NIOSH 
review found that ‘‘extended work shifts 
and overtime lengthen exposure times 
and shorten recovery times, and the 
health consequences are uncertain’’ (Id., 
p. 29). The NIOSH review went on to 
conclude that ‘‘Despite the increased 
current interest in long working hours, 
research questions remain about the 
ways overtime and extended work shifts 
influence health and safety. Few studies 
have examined how the number of 
hours worked per week, shift work, shift 
length, the degree of control over one’s 
work schedule, compensation for 
overtime, and other characteristics of 
work schedules interact and relate to 
health and safety’’ (Id., p. 30). As a 
result of NIOSH’s own comments 
regarding the state of research, FMCSA 
concluded in 2005 and again today that, 
based on current knowledge and the 
limited research specific to CMV driver 
health and work hours, in the Agency’s 
best judgment there is not enough 
sufficient, credible evidence that the 
number of work hours allowed by the 
HOS regulation will have a negative 
impact on driver health. 

Advocates et al. cited proceedings 
from a 2003 NIOSH conference that 
were published in 2007 [Saltzman, 
G.M., and Belzer, M.H., (2007)]. FMCSA 
is well aware of the conference since 
FMCSA representatives attended and 
presented papers at the meeting. The 
purpose of the conference was to 
present research on driver health and to 
start a dialogue on a National agenda for 
future research in the area of driver 
health. Both anecdotal accounts and 
published research were included in the 
NIOSH proceedings. The TRB literature 
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review of driver health included 
research published by January 2005. 
Therefore, there is nothing new in these 
conference proceedings that the Agency 
has not already considered. 

In summary, as discussed at length in 
the 2005 rule, the Agency undertook a 
comprehensive examination of issues 
related to driver health. The Agency is 
aware of no new studies, nor have 
commenters provided any, published 
since the 2005 rule was promulgated 
that have changed these underlying 
conclusions and the regulatory 
provisions adopted. Driver health 
research simply is not mature enough to 
allow the conclusion that a number of 
extra hours of work would result in 
increased driver health problems. Also, 
there are many confounding factors that 
affect driver health, such as diet, 
smoking, and exercise. It remains very 
difficult to isolate the impact of 
exposure and longer working hours. The 
research to date has not provided a basis 
for analyzing the health impact of the 
2003 and 2005 final rules and the 2007 
IFR, all of which allowed more driving 
time per day but fewer hours of daily 
work and longer required off-duty 
periods. Without a dose-response curve, 
which would indicate the incremental 
effect of each hour of exposure to diesel 
exhaust, vibration or long working 
hours, FMCSA has no basis for 
estimating health impacts and costs. 
FMCSA, along with many other Federal 
and private entities, is funding driver 
health research; however, it will be 
years before researchers are able to 
separate the impacts of daily work 
exposure versus driver lifestyle. The 
Agency concluded in 2005 that it was 
unable to quantify or monetize the 
impacts of that rule on driver health; the 
same conclusion applies to today’s rule. 

FMCSA also notes that several major 
carriers and associations, including 
ATA, NPTC, and the National Industrial 
Transportation League (NITL) stated 
that the rule had benefited drivers’ 
health and quality of life. These parties 
also noted that Advocates et al. focused 
exclusively on two provisions of the 
rule, but ignored the changes which 
provide drivers more time for sleep such 
as the 14-hour driving window, the 
sleeper-berth rule, and especially the 
10-hour off-duty period. The 14-hour 
window limited the period of time 
available for driving and, in 
combination with the 10-hour off-duty 
period, moved drivers toward a 24-hour 
circadian period. Research at Virginia 
Tech Transportation Institute (VTTI) has 
shown that as a result of the 2003 rule, 
CMV drivers are getting more sleep (1 
hour) on a daily basis [Hanowski, R.J., 
et al. (2005), p. 1]. Additionally, because 

the sleeper-berth provision requires a 
consecutive 8-hour sleeper-berth period 
and a second 2-hour off-duty or sleeper- 
berth period to be used at the driver’s 
discretion for breaks, naps, meals, and 
other personal matters, drivers have a 
much greater opportunity to obtain 
additional rest when needed. Consistent 
with the issues of exposure discussed 
above, the Agency also was unable to 
quantify the positive impacts on driver 
health from obtaining more sleep as a 
result of this rule. Nonetheless, drivers 
are sleeping more overall with more 
circadian regularity; and are now 
sleeping within normal ranges that are 
consistent with a healthy lifestyle. 

In an OOIDA survey, drivers reported 
an improved quality of life based on the 
combined effects of the 2005 rule (70 FR 
50025). A tally of comments from the 
2005 rule (Id. at 50037) leads to the 
same conclusion. FMCSA agrees with 
comments emphasizing the need to treat 
the rule as a single interactive whole, 
instead of analyzing its provisions 
separately (70 FR 50041, 72 FR 71252). 
Moreover, numerous drivers reported 
that the 2003 rule’s off-duty time 
provided the opportunity not only for 
sleep, but also for relaxation and 
personal tasks that improved their 
quality of life (Id. at 50040). The 
preamble to the 2005 rule also noted 
that certain lifestyle choices, over which 
the Agency has no control, including 
eating, smoking, and exercise, may ‘‘by 
themselves be predictive’’ of cancer and 
cardiovascular disease. (Id. at 50007). In 
addition, stress is a risk factor for 
cardiovascular disease (Id. at 49988). To 
the extent today’s rule can reduce stress, 
it may be directly beneficial to driver 
health. The operational flexibility 
allowed by the rule, which (to judge 
from their comments to the docket) 
allows more drivers to spend weekends 
at home, may have just such an effect. 

4. Approach to Research. Advocates 
et al. stated that FMCSA provided no 
evidence that it reviewed scientific 
research that did not support its 
conclusions, and that the Agency 
disregarded almost all studies not 
directly linked to truck driving or 
ignored studies on the basis of flaws 
that were also evident in the few studies 
selected to support the new HOS 
regulation. 

FMCSA Response 
FMCSA conducted extensive 

literature reviews in the course of 
formulating its HOS regulations. In 
1996, the then Office of Motor Carriers 
(OMC) of the Federal Highway 
Administration (FHWA) collected, 
reviewed, and docketed all relevant 
research on driver fatigue and 

performance. As part of that effort, a 
detailed literature review on driver 
fatigue was published (Freund, entry 
956 in Docket 2350, Nov. 1999). In 1998, 
OMC commissioned an expert panel to 
deliberate on changes to HOS 
regulations for commercial drivers. As 
discussed previously, in 2005 FMCSA 
systematically and extensively 
researched both U.S. and international 
health and fatigue studies and consulted 
with other Federal safety and health 
experts. A detailed description of the 
qualifications of the TRB team and the 
methodology used can be found in the 
preamble to the 2005 rule (70 FR 
49981). In addition, the Agency 
conducted a literature review in 
December of 2007 of studies of driver 
fatigue and health that were completed 
after the TRB review in 2005 [Belenky, 
G. and Wu, L.J., (2008)]. FMCSA has 
used the best available research in its 
HOS rulemaking. 

Comment. Advocates et al. stated that 
the FHWA Expert Panel did not guide 
FMCSA decision-making on HOS. The 
Expert Panel was convened and their 
report was published, but according to 
the commenters, the Panel’s findings 
were mostly disregarded or discarded, 
especially when the findings 
contradicted the Agency’s regulatory 
decisions. 

FMCSA Response 
The commenters are mistaken. The 

Expert Panel’s role is to provide 
guidance; it is exclusively the Agency’s 
responsibility to make decisions with 
regard to rulemaking. The Expert Panel 
is not constrained by statutory 
requirements in undertaking its work, 
unlike the Agency. Alternatively, the 
Agency must take into account various 
statutory requirements in considering 
the guidance provided to it by the 
Expert Panel, and make decisions based 
on this consideration. To merely adopt 
recommendations by the Panel, without 
due consideration, would be abdicating 
the Agency’s statutory rulemaking 
responsibility. Nonetheless, FMCSA did 
extensively use the Expert Panel’s 
results to guide its decision making. 

The Expert Panel urged that a final 
rule rely on a 24-hour work/rest cycle 
[Belenky, G., et al. (1998), p. 7]. This 
final rule is based in part on that 
concept. A 14-hour driving window and 
a 10-hour off-duty period, which are 
likely to be the standard for many 
drivers, ensures 24-hour circadian 
regularity. The Expert Panel indicated 
that ‘‘Off-duty hours must include 
enough continuous time off duty so that 
drivers are able to meet the demands of 
life beyond their jobs and are also able 
to obtain sufficient uninterrupted rest 
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* * * The time allotted for sleep must 
be a minimum of 9 hours’’ (Id., p. 7). 
Today’s final rule exceeds the Expert 
Panel’s recommendation. 

The Expert Panel noted that ‘‘rest or 
sleep acquired in a sleeper berth is not 
equivalent to rest or sleep in a bed’’ (Id., 
p. 9). It therefore urged that the 
Agency’s regulations require an 
uninterrupted sleeper-berth period of at 
least 7 hours to allow for 6 hours of 
continuous sleep, with another period 
of at least 2 hours for a nap. This was 
one of the many factors that went into 
the decision to change the sleeper-berth 
provision in the 2005 rule. The 2005 
rule required a consecutive 8-hour 
sleeper-berth period to allow drivers to 
obtain one primary period of sleep, and 
a second 2-hour off-duty or sleeper- 
berth period to be used at the driver’s 
discretion for breaks, naps, meals, and 
other personal matters. This provision 
of the rule was upheld by the DC Circuit 
and is therefore being adopted without 
change in today’s final rule. 

The Expert Panel noted that ‘‘recovery 
time periods must take into 
consideration the necessity for 
overcoming cumulative fatigue resulting 
from such schedules and must include 
sufficient sleep * * * Recovery time 
should include at least two 
uninterrupted time periods * * * and 
such recovery time must be made 
available at least once in every 7 days’’ 
(Id., p. 12). The 2003 rule created a 
minimum 34-hour recovery period that 
provides sufficient time for two 8-hour 
sleep periods and one 16-hour period of 
intervening wakefulness, allowing the 
opportunity for recovery from any 
potential cumulative fatigue that might 
occur. Although the effect of the 34- 
hour restart cannot be isolated from all 
the other factors that affect highway 
safety, it should be noted that FMCSA’s 
Field Surveys show increased use of the 
restart provision between 2005 and 
2007, at a time when the rate of fatigue- 
related fatal truck crashes remained 
essentially unchanged and the overall 
large-truck fatal crash rate dropped to 
the lowest level ever recorded. This 
final rule therefore readopts the IFR’s 
34-hour restart provision without 
change. 

On one issue, the Expert Panel made 
a recommendation not fully adopted by 
FMCSA; for example, the Panel stated 
that ‘‘no distinction should be made 
between on-duty time and driving 
time.’’ The Panel noted that ‘‘for a 
variety of tasks (driving a bus, driving 
a truck, operating a train), an early rise 
in accident risk * * * peaks between 2 
and 4 hours after onset of duty, then 
falls and does not reach the level of the 
early peak until after 12 to 14 hours, 

when it continues to rise at an 
accelerating rate’’ (Id., p. 8). This final 
rule, like previous HOS rules, does 
distinguish between driving and on- 
duty time, but today’s 11-hour limit on 
driving time within a 14-hour on-duty 
window is otherwise fully consistent 
with the Panel’s conclusions. 

The Agency did not reject the Expert 
Panel’s recommendations; FMCSA 
embraced the Expert Panel’s report and 
developed a rule that is supported by its 
recommendations 

Comment. Advocates et al. also 
argued that FMCSA selectively quoted 
from the studies it relied on to justify 
the HOS rule. Furthermore, they stated 
that FMCSA has capriciously selected 
research studies, relying on inadequate 
research and data to justify the IFR, 
while rejecting conflicting studies. 

FMCSA Response 
On the contrary, FMCSA has worked 

on its current HOS rule for more than 
a decade, and has funded considerable 
research to expand the knowledge of 
sleep and fatigue science. This HOS rule 
has been developed by FMCSA experts 
who have carefully reviewed and 
weighed the findings from previous 
research efforts. Over the years the 
research has improved as more 
sophisticated technology for data 
collection became available. The 
Agency has relied and will continue to 
rely upon improved research studies to 
produce the best possible regulations. 

The first principle that the Agency 
uses in evaluating research is that 
studies based on quantifiable, objective 
data that can be independently verified 
and tested are preferable to those based 
on subjective data such as individuals’ 
opinions or perceptions. Where no 
objective data that was collected 
through strictly controlled, unbiased 
scientific experimentation exist, the 
Agency will use the best alternatives 
available; that could, in some instances, 
be subjective data. FMCSA prefers to 
use well-designed objective studies like 
the Virginia Tech Transportation 
Institute (VTTI) naturalistic driving 
research, rather than surveys of drivers. 

The second principle is to rely 
primarily on independent studies that 
are sufficient in scope, are peer 
reviewed, and use an application of 
statistics (power analysis) to determine 
appropriate sample sizes. The term 
‘‘sufficient in scope’’ refers to the degree 
to which a study is designed to answer 
the research questions posed, and the 
conclusions can be reliably verified. 
Peer review is one of the important 
procedures used to ensure that the 
quality of published information meets 
the standards of the scientific and 

technical community. The proper use of 
statistics ensures that results of a sample 
can be generalized to a wider 
population. 

The third principle used in evaluating 
research is to place greater value on 
studies with repeatable findings or 
outcomes. Researchers test theories, and 
the more these theories are validated, 
the more they are generally accepted as 
principles. For example, the Driver 
Fatigue and Alertness Study (DFAS) 
(Wylie et al., 1996) was the first to 
identify the impact of circadian rhythm 
on CMV driver alertness, and almost 
every fatigue study after the DFAS has 
used those results or found similar 
results, to the point that the impact of 
circadian rhythm on driver performance 
is now a generally accepted principle. 
This is another reason that FMCSA 
relies on the findings by VTTI regarding 
TOT versus hours of driving. 
Increasingly, naturalistic driving data 
and studies are coming to the same 
conclusion—that time of day plays a 
greater role in driver alertness than the 
number of hours driven. To answer the 
concern of Advocates et al., FMCSA 
reviewed the research literature on 
driver health and driver fatigue. The 
Agency used its best judgment to weigh 
the adequacy of the research in 
developing the 2005 final rule. Because 
subsequent safety data have borne out 
that judgment, today’s rule adopts as 
final the provisions of the IFR. 

Comment. Advocates et al. questioned 
the value of some of the research that 
FMCSA used to justify its positions in 
the HOS rule. Specifically, Advocates et 
al. stated that FMCSA relied on DFAS 
despite critical comments from the 
Agency’s peer review panel. 

FMCSA Response 
The commenter’s argument that DFAS 

was deemed to have ‘‘no scientific 
credibility’’ is belied by the fact that it 
formed the basis for a paper published 
in the New England Journal of Medicine 
(Mitler, et al., 1997). 

DFAS was a landmark study of driver 
fatigue. Until recently, DFAS was the 
largest on-road naturalistic driving 
study, with over 250,000 miles of 
driving data and over 80 CMV drivers 
operating in the United States and 
Canada. It also was the first study that 
used sophisticated technology to 
instrument trucks to measure driver 
performance and fatigue. DFAS was 
particularly important in changing the 
methodology by which commercial 
driver research would be conducted in 
the future, introducing the use of 
instrumented vehicles and technology 
for collecting data in a field setting. The 
DFAS findings also changed commercial 
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driver fatigue research by identifying 
the important role of time of day, rather 
than TOT, with regard to commercial 
driver fatigue. 

In February 1995, a peer review of 
FHWA fatigue research was performed 
by eleven specialists from the fields of 
human factors, sleep research, 
behavioral psychology, and 
transportation safety. The peer review 
actively examined several FHWA 
fatigue-related research projects 
including DFAS. The peer review panel 
offered a number of comments on how 
the study was conducted, and some of 
these could be construed as criticisms. 
FHWA accepted some of these 
comments, but believed that others 
reflected the individual research 
perspectives of the reviewers. Many of 
the reviewers, particularly those whose 
primary experience was in clinical or 
laboratory settings, were uncomfortable 
with the operational aspects of the 
study. However, three other reviews of 
DFAS by (primarily) applied researchers 
did not yield these kinds of comments. 
As with all peer reviews, the DFAS 
authors and FHWA reviewed, accepted, 
and made appropriate changes to the 
final report to reflect constructive 
comments. Additionally, many of the 
reviewers commented positively on the 
strength of the instrumentation package, 
the extensive database obtained, and the 
ability of the team to obtain the 
cooperation of the trucking industry. 
FHWA believed that the early and 
intense scrutiny of DFAS findings by 
the peer review panel significantly 
enhanced the long-term technical value 
of this project as well as the planning of 
future fatigue research. 

Comment. Advocates et al. stated that 
FMCSA also relied on the findings of 
instrumented driving studies by 
Hanowski et al. at VTTI (2005, 2007a, 
2007b) to support the claim of no 
difference in risk between the 11th and 
10th hours of driving. Advocates were 
highly critical of the study, stating that 
the drivers were using experimental 
warning systems intended to alert them 
to signs of drowsiness, making it 
impossible to isolate the effects of an 
additional hour of driving or to 
generalize to the population of large 
truck drivers. 

FMCSA Response 
FMCSA referred in the IFR to a VTTI 

study (Hanowski et al., 2007b) that was 
awaiting publication at the time. That 
study has now been peer reviewed; the 
review is posted in the docket for this 
rule. The peer review panel found that 
‘‘this study is a valuable contribution to 
the science underpinning HOS 
regulations for truck drivers and has 

potential application to other modes of 
transportation and operation as well’’ 
(Belenky et al., 2008). The peer review 
panel went on to say that ‘‘this is an 
excellent study and an excellent 
contribution to the HOS debate’’ (Id., p. 
4). The statement from commenters that 
‘‘* * * drivers were using 
experimental systems * * *’’ is correct, 
but the statement that ‘‘[t]his makes it 
impossible to isolate the effects * * *’’ 
is not. Multiple analyses were 
conducted that did not include trips 
where the experimental warning 
systems were used, thus enabling the 
effects to be isolated for the additional 
hours of driving. 

In the VTTI study, the number of trips 
or opportunities decreased as the 
number of driving-hours increased. 
Drivers often concluded their trips short 
of the 11th hour. However, there were 
1,535 trips that did include the 11th 
hour. All driving hours were treated the 
same. Drivers who stopped a few 
minutes into the fourth, fifth, or 
eleventh hour were classified as having 
driven in the fourth, fifth, or eleventh 
hour, respectively. In other words, there 
was no ‘‘systematic underestimation’’ of 
critical incident risk in the 11th hour of 
driving; the same procedure was 
applied to all hours. 

It is true that VTTI did not focus on 
drowsiness-related critical incidents. By 
not excluding critical incidents based 
on their underlying cause (for example, 
distraction or drowsiness), this study 
directly addressed the driving-hour, or 
TOT, issue and allowed the Agency to 
answer the question whether there is an 
increase in risk associated with driving 
into the 11th hour. The multiple 
analyses that parsed the data in many 
different ways consistently came to the 
same conclusion: There is no 
measurable increased risk for drivers 
driving in the 11th hour as compared to 
the 10th hour or any other driving-hour. 
The finding that TOT is a poor predictor 
of crashes is consistent with other well- 
conducted research in this domain (for 
example, Wylie et al., 1996). FMCSA 
emphasizes that it relies on research like 
this study to inform policy so that 
regulations are based on rigorous, 
broadly-accepted, and repeatable 
protocols. 

Comment. Advocates et al. stated that 
FMCSA contradicted itself by rejecting 
the Paul Jovanis Final Report [Jovanis, 
P.P., et al. (2005)] based on small 
sample size. 

FMCSA Response 
FMCSA contracted for and supported 

the Jovanis study. The Agency did not 
use the Jovanis study in the 2005 HOS 
rulemaking because of concerns with 

the models it used for crash risk in the 
later hours of driving. For instance, 
there were 693 trips that involved the 
first hour of driving and 28 crashes that 
occurred in the first hour of driving (Id., 
p. 5). However, only 30 trips reached 
the 11th hour, with four crashes 
occurring in the 11th hour of driving. 
Conversely, in the VTTI study, there 
were 1,535 trips in the 11th hour of 
driving [Hanowski. R.J., et al. (2007), p. 
6]. As the result of this small sample 
size in the 11th hour of driving, FMCSA 
believes that the models produced in 
the Jovanis study lack predictive power 
about the crash risk in the later hours of 
driving. In evaluating predictive power, 
one need only inspect the standard error 
around the crash risk point-estimate. 
The standard error increases with 
driving time, particularly during hours 
10 and 11. A model’s standard error is 
the difference between the actual values 
of the dependent variables (results) and 
the predicted values. The range of the 
standard error suggests that the 
confidence intervals around the model’s 
point estimate could be similar to the 
first hour of driving or as much as 11 
times higher. The confidence interval is 
used to indicate the reliability of the 
model’s point estimate. How likely the 
interval is to contain the parameter is 
determined by the confidence level or 
confidence coefficient. This model’s 
very wide confidence interval in the 
11th hour suggests that it is not reliable 
for predicting driving risk in the 11th 
hour of driving. Typically, logistical 
regression models with increasing 
standard error or the funneling of 
confidence intervals around a point 
estimate are indicative of sample size 
problems. The increasing standard error 
demonstrates that this model has no real 
predictive power in the later hours of 
driving. Therefore, FMCSA did not 
reject the Jovanis study because it failed 
to support FMCSA’s conclusions, but 
rather because of technical problems 
with its underlying models. 

Comment. Advocates et al. stated that 
Effects of Operating Practices on 
Commercial Driver Alertness (O’Neil et 
al., 1999) suffers from severe limitations 
and cannot be relied on by the Agency. 

FMCSA Response 
The O’Neil et al. study had 

appropriate and objective performance 
metrics, and was tightly monitored and 
managed by the study agent. The study 
consisted of laboratory research that 
assessed the effects of the physical 
activity of loading and unloading on 
subsequent driver alertness. This 
experiment also measured and 
documented drivers’ performance on a 
daily schedule involving 14 hours on 
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duty. The study concluded that ‘‘drivers 
recovered to baseline performance 
within 24 hours of the end of a driving 
week, and should be fit to resume duty 
after 36 hours * * * [A] work schedule 
of 14 hours on-duty/10 hours off-duty 
for a 5-day week did not appear to 
produce cumulative fatigue. Subjective 
sleepiness, psychomotor vigilance 
response, and some other measures 
showed a slight but statistically 
significant deterioration over the 5-day 
driving week, but performance on 
planned and unplanned driver 
challenge probes did not show 
cumulative deterioration.’’ [emphasis 
added] 

Laboratory studies, like that of O’Neil 
and his colleagues, lack the intense 
realism of naturalistic studies, but they 
compensate by controlling variables 
more rigorously than is possible in over- 
the-road operational studies. Both 
research strategies are valuable, and 
both have limitations. FMCSA reviewed 
and took into account both types of 
studies evaluated in this rulemaking 
and used its expert judgment in 
deciding what weight to give any 
particular study. 

Comment. Advocates et al. claimed 
that a 2006 study by the American 
Transportation Research Institute 
(ATRI) has no credibility for HOS 
regulatory decisions. 

FMCSA Response 
ATRI’s ‘‘Safety and Health Impacts of 

the New Hours-of-Service Rules’’ (Dick, 
V., et al., 2006) reviews how the 2005 
HOS rule is functioning within the 
trucking industry. The study examined 
aggregated collision and driver injury 
data from motor carriers before and after 
implementation of the 2003 HOS rule. 
The study was significant because it 
involved 23 medium-to-large trucking 
fleets, roughly 100,000 commercial 
drivers and more than 10 billion vehicle 
miles of travel each year. This study 
involves the largest number of drivers 
and vehicle miles traveled that FMCSA 
is aware of. It found statistically 
significant reductions in the overall 
collision rate per million vehicle miles 
traveled (¥3.7 percent), as well as 
reductions in the preventable collision 
rate (¥4.8 percent), the driver injury 
rate (¥12.6 percent), and the collision- 
related injury rate (¥7.6 percent). These 
results are consistent with the trends in 
the FARS data and further support the 
conclusion that overall safety of the 
motor carrier industry has been 
maintained since the 2003 and 2005 
HOS rules became effective. 

Comment. Advocates et al. offered a 
2007 study by Friswell and Williamson 
that purported to show the dimensions 

of the fatigued truck driver problem. 
The commenters asserted that this study 
contradicts FMCSA’s claim that fatigue 
contributes only to 7 percent of fatal 
large truck crashes. 

FMCSA Response 

Friswell and Williamson (2007) found 
that 38 percent of CMV drivers reported 
experiencing fatigue at least once a 
week. The authors surveyed drivers who 
offered their opinions as to whether 
they had experienced any fatigue during 
the prior week. The authors, however, 
defined fatigue broadly ‘‘as feeling 
drowsy, sleepy, tired, lethargic, bored, 
unable to concentrate, unable to sustain 
attention, and mental slowness.’’ With 
this broad and subjective definition, it is 
impossible to draw any reasonable 
scientific comparison with statistically- 
based studies of fatigue relied upon by 
FMCSA, or to draw conclusions about 
whether these drivers were so fatigued 
they could not safely drive a CMV. 
Additionally, this study was of 
Australian drivers who operate under 
very different operational and regulatory 
environments than in the United States. 
Because of the vague definitions, 
subjective data, and different operating 
and regulatory environments, the 
Agency did not rely on the study for this 
rulemaking. 

5. Use of Data, Analysis, and Modeling 

a. Crash Data Used in the Regulatory 
Impact Analysis (RIA) 

Advocates et al. criticized the 
Agency’s use of Trucks Involved in 
Fatal Accidents (TIFA) data in the 2007 
IFR RIA. They argued that these data 
have been used despite the Agency’s 
acknowledgement of their inherent 
limitations, because they show minimal 
increases in relative risk between the 
10th and 11th hours of driving. They 
also stated that TIFA is primarily a 
survey, and depends critically on the 
ability of the interviewers to retrieve 
police accident reports or to contact 
someone directly connected with the 
fatal crash. Consequently, the TIFA file 
does not parallel FARS in robustness. 

Advocates et al. submitted a research 
paper by Gander et al. (2006) on under- 
reporting of fatigue. This study, 
conducted from 2001 to 2002 in New 
Zealand, found that police correctly 
identified fatigue in only 41 to 71 
percent of truck driver fatigue-related 
crashes. The Gander study also 
emphasized that its findings of police 
report-based underreporting of fatigue 
related truck crashes is generally 
accepted throughout the research 
community across several countries. 

FMCSA Response 

FMCSA disagrees with the 
interpretation provided by Advocates et 
al. of how the Agency has used data for 
its analyses. The purpose of the RIA was 
to evaluate as comprehensively as 
possible the existing data, models, and 
research findings to develop estimates 
of the costs and benefits of 
implementing different policy options. 
The ultimate goal was to inform Agency 
decision-making via the net benefits 
associated with each option. 
Consequently, the Agency chose to use 
the data it believed were best suited for 
this analysis. The TIFA data are the 
most comprehensive source of data on 
fatal large truck crashes. TIFA starts 
with FARS data and adds further 
information on those fatal crashes. As 
FARS represents a census of all large 
truck fatal crashes, TIFA also represents 
a census. As such, TIFA cannot 
reasonably be characterized as less 
robust than FARS. It should also be 
noted that the Agency did not restrict 
itself to FARS and TIFA data. As 
discussed in section F (‘‘Evaluation of 
Recent Safety and Operational Data 
Under 11-Hour and 34-Hour Rules’’) of 
the 2007 IFR and sections H (Crash 
Data) and I (Operational Data) of the 
2005 Final Rule, FMCSA considered a 
multitude of data sources in its 
deliberations. 

FMCSA recognized in the RIA that 
accompanied the 2005 rule (pp. 44–47) 
that TIFA and FARS data have inherent 
limitations. No dataset is perfect, but at 
least FARS data, upon which TIFA is 
built, are comprehensive. The datasets 
can be used to estimate costs and 
benefits in a robust manner and, 
therefore, allowed the Agency to make 
informed decisions about tradeoffs from 
different policy options. Non-linearity 
of the crash risk over drive time is 
commonly found in all data of this 
nature, and the Agency has never 
denied that the risk curve becomes 
steeper at higher drive times in the 
analysis based on FARS and TIFA data, 
even though the VTTI study showed no 
TOT effects. In fact, the Agency 
developed two separate TOT models, 
the first for the 2005 rule, and the 
second for the 2007 IFR, that are 
specifically designed to track this 
feature in the data. Notwithstanding the 
dramatic effects commenters infer from 
graphs of the data, empirically-based 
estimates of the increase in crash risk in 
the 11th hour of drive time fail to 
demonstrate that the safety benefits of 
eliminating that hour of drive time 
exceed the costs. 

The TIFA data are the only source of 
information on large truck crashes by 
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hour of driving that also include coding 
of fatigue by an unbiased source (the 
officer at the scene) or alternatively, 
data gathering and validation by an 
independent researcher at the 
University of Michigan Transportation 
Research Institute (UMTRI). FMCSA 
uses the national level FARS/TIFA data 
precisely to minimize the potential 
impact of State-by-State differences in 
the coding of fatigue by each State’s 
officers. There is no reason to believe 
that the coding of fatigue in large truck 
crashes would change across all States 
simultaneously, such that the national 
level estimates would vary significantly 
from one year to the next. To ignore the 
FARS/TIFA data in the Agency’s policy 
making would be to omit from 
consideration the most reliable dataset 
available on large truck fatal crashes. 

Comment. Advocates et al. argued 
that the Agency mishandled FARS and 
TIFA data and that the Agency did not 
explain its procedures and rationale for 
dropping a large number of observations 
from the TIFA dataset. They submitted 
a report by Quality Control Systems 
(QCS), which criticized the Agency for 
excluding TIFA data with missing 
fatigue information and suggested how 
to integrate records with partial or 
missing information into the analysis. 

FMCSA Response 
The Agency does not agree with the 

suggestions in the QCS report submitted 
by the commenters. First, the 
calculations performed on FMCSA’s 
dataset for the 2005, 2007, and 2008 
RIAs, which use only records with full 
HOS data, are not significantly different, 
statistically speaking, from those that 
use the dataset that includes records 
with partial HOS data, which QCS 
suggests to use. Second, the standard 
errors from imputing missing 
information, whatever the approach, 
must be integrated into the model. 
Given that the difference between the 
partial and full data is not statistically 
significant, the net result would be to 
degrade the performance of the model, 
not enhance its precision. 

b. Analysis and Modeling Used in the 
RIA 

This section of the preamble outlines 
and responds to comments and 
questions submitted to the docket 
regarding particular data, models, and/ 
or analysis used in the RIA. 

i. Use of Default ‘‘% Fatigue Crash’’ 
Estimate. Advocates et al. contended 
that the 1.6 percent of crashes attributed 
to fatigue that is reported in the FARS 
data is unrealistic, and submitted 
numerous criticisms and studies 
attempting to show that fatigue is 

systematically underreported in police 
accident reports. They also asserted that 
the Agency itself has acknowledged that 
the effect of fatigue on crash risk is 
probably underestimated because it may 
often play a less direct role in triggering 
a crash; fatigued individuals are prone 
to a variety of mental and physical 
errors. These commenters noted a 
systematic underreporting of fatigue that 
was even more evident from the State- 
by-State FARS data, which showed that 
some States were reporting relatively 
large numbers of crashes, but no fatigue. 

Advocates et al. questioned the 
Agency’s estimated baseline for fatigue- 
related crashes (7 percent of all large 
truck crashes), asserting that the choice 
was arbitrary. 

FMCSA Response 
FMCSA has already acknowledged 

that FARS tends to underreport fatigue 
at a national level and that the coding 
of fatigue is a complex determination 
based on a number of factors. 
Consequently, the current RIA adjusts 
its estimate of the fatigue-related crash 
rate upward based on Agency analysis 
of the available data. 

As explained in the RIAs that 
accompanied the 2005 rule and the 2007 
IFR, the Agency’s 7 percent figure for 
fatigue-related truck crashes within the 
long-haul sector was based on a series 
of calculations using nationally 
representative data; the original 
calculations were discussed in the RIA 
that accompanied the 2003 rule. 
Specifically, the 7 percent baseline used 
in the 2005 and 2007 HOS RIAs was 
calculated based on extensive analysis 
of FARS, General Estimates System 
(GES), and other data to remove cases 
that would erroneously bias the estimate 
downwards (for example, States that 
never coded fatigue), and an increase to 
allow for inattention crashes likely to be 
caused by fatigue. These calculations, 
assumptions, and analyses associated 
with defining the baseline for fatigue- 
related large crashes were explained in 
detail in Chapter 8 of the RIA that 
accompanied the 2003 rule, which is 
available in the docket. Overviews of 
these calculations, with explanations of 
adjustments, were outlined in Chapter 5 
of both the 2005 and 2007 RIAs, and 
were also included in the RIA 
accompanying today’s final rule. 

At a broader level, FMCSA is not 
aware of any studies that 
unambiguously show what percentage 
of crashes are caused by fatigue. Studies 
showing high levels of fatigue, such as 
the 40 percent figure in a docketed 
National Transportation Safety Board 
(NTSB) study (‘‘Factors That Affect 
Fatigue in Heavy Truck Accidents: 

Volume 1 Analysis,’’ January 18, 1995), 
were not derived from representative 
samples of large truck crashes, but from 
highly atypical data sets. For example, 
some of these studies are based 
primarily on fatal crashes in which the 
truck driver was killed, which are more 
likely to involve single-vehicle crashes, 
thereby increasing the percent of total 
crashes likely to be fatigue-related. As 
such, these crashes are far from a 
representative sample of all large truck 
crashes involving fatigue. 

To address the uncertainty 
surrounding the baseline estimate, 
FMCSA conducted sensitivity analyses 
in all of its RIAs in which it nearly 
doubled the baseline estimate for 
fatigue-related crashes. However, even 
these adjustments do not alter the 
conclusions of the RIA. 

Additionally, while FMCSA had used 
an estimate of 7 percent as the 
percentage of all large truck crashes 
across all hours of driving that would be 
fatigue-related under the latest HOS 
rules, recent empirical data actually 
indicate that this percentage may be 
relatively accurate. Specifically, as is 
discussed in more depth later in this 
preamble, recent TIFA data (i.e., 
calendar years 2004 through 2006, or 
after the latest HOS rules became 
effective) reveal that the percentage of 
large trucks involved in fatal crashes 
where the large truck driver was coded 
as fatigued was only 2.2 percent (or one 
of 45 large trucks involved in fatal 
crashes in the 11th driving hour 
between calendar years 2004 and 2006). 
Given the relative-risk curves estimated 
and used in the present RIA analysis, 
one would naturally expect the percent 
of fatigue-related involvements in the 
11th hour of driving to be higher than 
7 percent, since the average across all 
driving hours was estimated at 7 
percent. However, since the percent 
derived from recent empirical data 
indicates a much lower percent (2.2%), 
FMCSA analysts believe the original 
analysis regarding the 7 percent figure is 
accurate, even when recognizing that 
the coding of fatigue-related crashes 
may be underestimated. 

ii. Calculation of Relative Risk Ratios 
Used in RIA. Advocates et al. expressed 
confusion over the use of TIFA data in 
deriving ratios to estimate the relative 
risk of a fatigue-related truck crash by 
hour of driving. In particular, they noted 
that the bar charts shown in Exhibit 5– 
1 of both the 2005 and 2007 RIAs were 
not consistent with the data appearing 
above the bar charts in Exhibit 5–1, or 
with the text that followed the Exhibit 
describing the calculation of relative 
risk ratios used in the RIA. 
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Advocates et al. believed that the 
relative risk ratios calculated by hour of 
driving identified along the X-axis of 
Exhibit 5–1 should have been calculated 
by dividing by the relative risk 
associated with the first hour of driving. 

FMCSA Response 
The bar charts in Exhibit 5–1 

represent the relative risk ratios by hour 
of driving, but the data appearing above 
those bar charts simply represent the 
raw TIFA data which were used to 
calculate those ratios. The text under 
the Exhibit describes the bar charts 
(representing the relative risk ratios by 
driving hour) and not the raw data 
appearing above the charts. This is 
explained via a step-by-step process 
discussed on pp. 41–42 of the RIA for 
the 2007 IFR, which culminated in the 
following statements on page 42: 

Finally, to estimate the relative risk ratios 
that appear in Exhibit 5–1, the percent of all 
trucks where fatigue was present at the crash 
within each driving hour (i.e., 9.6 percent in 
the 11th driving hour) was divided by 1.9 
percent, or the percent of all trucks involved 
in fatal crashes across all driving hours 
where it was determined that the truck driver 
was fatigued at the crash. The result is a 
relative risk estimate per involvement in a 
fatigue-related crash for each driving hour. In 
the case of the 11th driving hour, this 
estimate is equal to about five (or 9.6% 
divided by 1.9%), which is represented by 
the height of the bar chart in Exhibit 5–1 for 
the 11th driving hour. 

As explained in the preamble of the 
2007 IFR and in the RIA accompanying 
today’s final rule, the appropriate 
baseline for calculating the relative risk 
ratios for driving hours (most 
importantly, the 11th driving hour) is 
not the first hour of driving, but a 
combined weighted average of driving 
hours 1 through 10. If the daily driving 
limit was restricted to 10 hours, thereby 
eliminating the possibility of the 11th 
hour of daily driving, then that foregone 
11th hour would be redistributed to 
other drivers and/or other driving shifts 
represented by the spectrum of 
allowable driving hours 1 through 10. 

iii. Questions on the Use of the TOT 
Curve in 2005 Rule. Advocates et al. 
expressed concern about the use of the 
TIFA data in calculating the TOT curve 
for the purposes of estimating the safety 
benefits from eliminating the 11th hour 
of daily driving. According to the 
commenters, use of TIFA data 
underestimates the role of fatigue in 
large truck crashes because TIFA is an 
extension of FARS data (that is, it 
simply appends to FARS data additional 
information on the driver and the large 
truck involved in the crash) and there 
have been numerous concerns 
expressed about under-reporting of 

fatigue in FARs via use of police 
accident reports. According to 
Advocates et al., this subsequently led 
to very little difference in relative 
fatigue crash risks between the 10th and 
11th driving hours, while ignoring other 
studies showing very high incidence of 
fatigue in crashes. 

FMCSA Response 
In previous HOS documents (the 2003 

and 2005 RIAs, and the preamble to the 
2005 rule), and as discussed earlier in 
this document (‘Use of ‘‘% Fatigue 
Crash’’ Estimates’), FMCSA 
acknowledged the potential under- 
reporting of fatigue-related crashes in 
datasets such as FARS and TIFA. 
Despite these limitations, FMCSA, as 
well as commenters to this docket, have 
recognized the unique value of FARS 
and TIFA to motor carrier policy 
makers. TIFA is the only dataset that the 
Agency is aware of that represents a 
census of nationwide large truck fatal 
crashes where fatigue is coded by hour 
of driving, a critical factor for this 
rulemaking, which must consider 
differences in relative risk of fatigue in 
large truck crashes between the 10th 
and 11th hour. No other database 
available today provides such 
comprehensive information. 
Additionally, an important element of 
the analysis was the relative difference 
by hour of driving in the percent of large 
truck fatal crashes where fatigue was 
present versus those where it was not, 
aside from the baseline level of fatigue 
crashes. It is this relative difference that 
forms the basis for calculating relative 
risk ratios, calculating a TOT multiplier, 
and subsequently comparing marginal 
differences in benefits and costs 
associated with setting a daily driving 
limit at, for example 10 versus 11 hours. 
It is true that there are relatively few 
data points in TIFA involving high- 
duration TOT such that one could 
reliably estimate relative risks of fatigue- 
related crashes. But there are enough 
total data points at both low and high 
levels to find a reliable statistical 
relationship that FMCSA can use to 
derive a curve for interpolating a 
relative risk value for the 11th hour and 
then develop an associated TOT 
multiplier. This is precisely what the 
Agency did in its 2005 and 2007 RIAs, 
as discussed extensively in Section E 
(‘‘Evaluation of Issues Concerning the 
Regulatory Impact Analysis’’) of its 2007 
HOS IFR. Dr. M. Laurentius Marais, 
PhD, an independent statistician asked 
by ATA to review the entire issue, 
concluded that FMCSA’s approach ‘‘has 
a reasonable basis, in contrast with 
[Public Citizen’s] illustrative example, 
which is virtually guaranteed to 

produce a biased result.’’ Dr. Marais 
found that ‘‘FMCSA’s cubic regression 
curve matches the curves produced by 
more sophisticated methods quite 
closely over the relevant range of 
driving hours, in contrast to [Public 
Citizen’s] illustrative alternative curve, 
which departs substantially from the 
curves produced by more sophisticated 
methods’’ [72 FR 71254, fn. 2]. 

With regard to using other studies, 
such as Jovanis’ work, to develop 
relative risk ratios by hour of driving, it 
should be noted that they have their 
own limitations, and reveal results that 
vary widely. Jovanis (2005) presents an 
analysis of data from earlier years that 
shows that all TOT levels beyond 4 
hours are essentially the same, and, if 
extrapolated, would give risks at the 
11th hour of driving that differed very 
little from those at 10 hours. In 
particular, this is the case with the 
recent study by R.W. Hall and A. 
Mukherjee (Transportation Research 
Part E44 (2008)) submitted to the docket 
by commenters. The commenters stated 
that: 

Driving-hour data from Lin et al. (1993; 
1994), Park et al. (2005), and Jovanis et al. 
(2005) are more likely to be accurate than 
TIFA data because they were supplied by 
unionized carriers with fixed routes and 
schedules who are less likely to have hours- 
of-service violations. FMCSA’s statistical 
models should have used these and other 
strong studies of crash risk (e.g., Jones and 
Stein, 1987). One of these studies is by Hall 
and Mukherjee (2008, attached), who 
conclude that the benefit of changing the 
driving hour limit from 11 to 10 would be a 
2 percent reduction in crashes. 

A careful review of the paper by Hall 
and Mukherjee (who also happened to 
be a co-author, along with Park, of the 
Jovanis Final Report) reveals that the 
commenters appear to have 
misinterpreted the paper’s result. Their 
estimate of a 2-percent crash reduction 
from reducing the daily driving limit to 
10 hours was erroneously based on a 
numerical example, not Hall and 
Mukherjee’s actual estimate. For 
instance: 

We will use the normal distribution as an 
example, with coefficient of variation values 
of 0.15 and 0.3, mean trip lengths ranging 
from 2 to 8 h, and upper bounds ranging from 
6 to 12 h. But first, we use a mean driving 
time of 8 h and a standard deviation of 2.4 
h (CV = 0.3) for illustration. [emphasis 
added] (Hall and Muhkerjee 2008, p. 305) 

Using these parameters for their 
numerical example, Hall and Mukherjee 
find, in Table 2b of the paper, that the 
change from 11 hours down to 10 
reduces crashes not by 1.99% (which is 
the reduction from 12 hours) but by 
(1.99%–1.08%) or only 0.91%. 
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19 This figure is derived by dividing 2.03 (Hall 
and Mukherjee’s relative risk in the 11th hour 
compared to the first hour) by 1.505 (their average 
risk of the first seven hours). 

20 See Hanowski et al., 2007a and 2007b in the 
List of References in section F. 

Furthermore, Hall and Mukherjee’s 
quantitative estimate of the value of 
reducing daily driving limits from 11 
hours to 10 hours was, as shown in 
Table 7 of the paper, $274 million 
minus $174 million, or $100 million per 
year, which is entirely consistent with 
FMCSA’s estimates. Hall and Mukherjee 
also stated that: 

from an economic perspective, very 
stringent HOS rules, limiting drivers to 
perhaps six hours per day, would reduce the 
cost of crashes by no more than about $1.2 
billion per year. This number is consistent 
with prior FMCSA analyses, which estimated 
the annual cost of fatigue-related crashes to 
be $2.3 billion per year. (p. 312) 

One reason Hall and Mukherjee find 
relatively moderate benefits from 
limiting daily driving hours is that they 
base their TOT function on the study by 
Park et al. (Park, 2005) of less-than- 
truckload drivers. That study did indeed 
find that crash risks in the 10th hour 
were twice as high as in the first—but 
largely because the first hour was so far 
below the average. 

As seen in Table 3 of Jovanis (2005), 
beyond the first 4 hours, the crash risks 
relative to the first hour are 1.865, 1.825, 
1.837, 1.969, 1.741, and 2.108—all of 
these are significantly above the first 
hour, but show no strong trend. The 
Jovanis Final Report states: 

Importantly, the risk trend with driving 
time differs in comparison to earlier findings 
(e.g. Lin, et al., 1993): the risk increase after 
hour 4 * * * is not nearly as steep, 
particularly in the last hour of driving. While 
unable to statistically differentiate the crash 
risk, the trend in risk is a general increase 
from hours 5 through 10. (Jovanis Final 
Report, p. 15) 

Hall and Mukherjee extrapolate the 
trend from these data to the 11th hour 
and beyond using the function y = 0.374 
ln(x) +1.149 (from Hall and Mukherjee, 
Figure 1); substituting 10.5 for x in this 
expression to estimate risks during the 
11th hour relative to the first hour 
yields 2.03. 

The RIA’s estimate of the value of 
crash reductions showed that each one 
percent of long-haul sector crashes is 
worth $340 million. Shifting 2 percent 
(or 0.02) of long-haul driving from the 
11th hour of driving of a trip to new 
trips lasting an average of 7 hours, 
would reduce risks by about 0.35 19 
times 0.02 which is 0.007, or 0.7 
percent. In other words, the reduction in 
crash risk calculated using this method 
would be only one-third as large as 
commenters claim—0.7 percent rather 

than 2 percent. If reducing long-haul 
sector crashes by 1 percent is worth 
$340 million, then reducing them by 0.7 
percent would be worth about $237 
million (or $340 million times [0.7 
percent divided by 1 percent]). This is 
quite comparable to the value calculated 
using FMCSA’s method as discussed in 
the 2005 and 2007 RIAs. This estimate 
relies on an extrapolation of Park’s 
results, which extended only through 
the 10th hour, as only the most recent 
Jovanis study included the 11th hour 
explicitly. In that more recent study, the 
uncertainty surrounding the 11th hour 
estimate was so great that it is not 
distinguishable from the results based 
on the earlier study. However one 
evaluates the Hall and Mukherjee paper, 
its conclusions remain inconsistent with 
the results of the Virginia Tech 
Transportation Institute 20 studies 
which showed no difference in crash 
precursors or critical incidents between 
the 10th and 11th hours of driving. 

iv. Balkin Study. Advocates et al. also 
questioned FMCSA’s reliance on the 
Balkin study (Balkin, T., et al. (2000)) to 
estimate the relationship between 
fatigue and performance, contending 
that the study’s ‘‘primary finding was 
that there was no compensatory or 
adaptive response by the subjects to 
even mild sleep loss, including the 7- 
hour cohort.’’ They also asserted that 
there were many limitations to this 
study, including the way it was 
designed, so that they could not 
calculate TOT effects for each sleep- 
restricted subject hour-by-hour during 
the awake daytime period. Also, it was 
noted that the sample size was small, 
the study failed to address circadian 
rhythm, and finally that the sleep- 
restricted 7-hour cohort that achieved 
an average of 6.28 hours of sleep did not 
regain baseline performance even after 
three nights of sleep in a row. 

FMCSA Response 
The assertion that ‘‘there was no 

compensatory or adaptive response 
* * * to even mild sleep loss’’ was not 
the primary finding of the Balkin study. 
Rather than being ‘‘centered on 
demonstrating recovery related to the 
amount of sleep taken for each day,’’ the 
Balkin report states that ‘‘the focus was 
on quantification of the relationship 
between nighttime sleep duration and 
subsequent performance across 7 
consecutive days,’’ which was precisely 
the purpose for which FMCSA used the 
results of this study—to develop a 
quantitative relationship between sleep 
histories and alertness, for the purposes 

of predicting changes in crash risks in 
a complex environment. 

The Agency acknowledges that the 
Balkin study did not address TOT 
issues. That is why FMCSA altered the 
basic approach of the Walter Reed Sleep 
Performance Model (WRSPM), which 
was based on the Balkin study, to use 
a separate TOT function/multiplier. The 
fact that the Balkin study did not 
address TOT does not show that its 
approach to other fatigue issues is 
incorrect and cannot be used in 
combination with a TOT function. 

Furthermore, contrary to commenters’ 
assertion that the Balkin study did not 
consider circadian rhythm, the study 
did indeed consider circadian effects; 
data from the study (performance scores 
by time of day) were used in calibrating 
the WRSPM, which uses circadian 
factors as one component of predicted 
performance. 

The Balkin study does state in its 
Executive Summary that ‘‘following 
more severe sleep restriction (e.g., the 3- 
hour group) recovery of performance 
was not complete after 3 consecutive 
nights of recovery sleep (with 8 hours 
spent in bed on each night). This 
suggests that full recovery from 
substantial sleep debt requires recovery 
sleep of extended duration.’’ [emphasis 
added.] The Balkin study clearly 
indicates, however, that the 7-hour 
group is an example of a ‘‘* * * mild 
degree of sleep loss.’’ The report’s 
conclusions about recovery from mild 
sleep loss are more equivocal than the 
observations about severe or substantial 
sleep loss shown in the Executive 
Summary (see p. 2–85—‘‘The effects of 
recovery sleep were variable * * * 
when performance did recover, it was 
generally not complete after the first 8- 
hour recovery sleep period * * *. [I]n 
the 3-hour group, three 8-hour recovery 
sleep periods were sometimes 
insufficient to restore performance to 
baseline levels * * *’’). 

v. Appropriateness of the Sleep, 
Activity, Fatigue and Task Effectiveness 
Model and the Fatigue Avoidance 
Scheduling Tool (SAFTE/FAST Model). 
Advocates et al. questioned whether the 
SAFTE/FAST Model used by FMCSA to 
estimate the impact of work schedules 
on fatigue and subsequent performance 
levels under the latest HOS regulations 
was appropriate for this analysis, given 
that it was originally designed as a 
model used by the military. As such, 
there were questions as to whether it 
met FMCSA’s criteria that truck driving- 
related studies should be used for this 
work. The commenters also pointed out 
that the data integrated into the model 
represented a small sample size, which 
FMCSA had considered disqualifying in 
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other contexts. It was noted that the 
SAFTE/FAST Model measures subject 
recovery from sleep restriction in 
relation to a ‘‘sleep reservoir’’ on which 
the subject draws to perform. Advocates 
et al. stated that the average amount of 
sleep that hard-working drivers were 
asserted to get per day, 6.57 hours, is 
inadequate, given FMCSA’s repeated 
documented belief that a minimum of 7 
to 8 hours daily sleep is needed by most 
individuals. It was also asserted that 
FMCSA ignored the caveat of the Hursh 
et al. (Hursh 2004) article, which said of 
the SAFTE/FAST Model that ‘‘great care 
must be taken when applying a model 
to a performance metric distinct from 
the one used to design the model.’’ 

FMCSA Response 
The SAFTE/FAST Model was based 

closely on the Balkin study, which 
explicitly used truck drivers as subjects 
and assessed their performance using 
truck driving simulators, not battle 
simulators. Additionally, FMCSA 
worked directly with Dr. Steven Hursh, 
the developer of the SAFTE/FAST 
Model, when it leased the model for use 
in preparing its RIA. At that time, Dr. 
Hursh voiced no objections to the use of 
SAFTE/FAST in the context of this 
work. 

Dr. Greg Belenky, one of the authors 
of the Balkin study, stated in a peer 
review of the 2007 HOS RIA (contained 
in the docket) that ‘‘[i]t makes excellent 
sense to embed the SAFTE/FAST model 
in a broader system of fatigue risk 
assessment as is done here. * * * 
Conceptually using the SAFTE/FAST 
model to evaluate schedules is a sound 
approach to fatigue and crash risk 
assessment.’’ Dr. Belenky obviously 
believed that the SAFTE/FAST Model 
was an appropriate choice for modeling 
truck drivers’ responses to various 
schedules. 

It is also important to clarify here that 
FMCSA did not claim to use the 
SAFTE/FAST Model directly for TOT— 
rather, the results from that model were 
augmented to increase the fatigue levels 
it predicted by a factor derived from a 
separate data set (TIFA), via the TOT 
multiplier exercise, in direct response to 
concerns raised by the DC Circuit in 
2004. The comment that the SAFTE/ 
FAST Model was inappropriate has no 
bearing on whether the TOT modeling 
was reasonable. As with the Balkin 
study, SAFTE/FAST cannot account for 
the effects of TOT. Again, that is why 
a separate TOT function was developed 
and overlaid on the SAFTE/FAST 
results. The FMCSA is not aware of any 
models that can simultaneously take 
into account all the effects of sleep and 
schedule patterns, and the Agency 

therefore used its expertise and best 
judgment to construct a method that 
would come as close as possible to this 
ideal. 

The SAFTE/FAST Model was used 
not to ‘‘produce a new more palatable 
crash risk analysis,’’ but to incorporate 
the mechanism of the WRSPM using a 
commercially available package that 
could reduce the chances of error in 
application and also take into account 
shifts in the circadian rhythms. The 
predicted sleep obtained during a series 
of 14-hour days would not prevent a 
decline in performance from an ideal 
level; the decline is small enough, 
however (given the chance to obtain 
recovery sleep during a weekly break), 
to minimize the decrease in 
performance. Lastly, the performance 
metric used was performance vigilant 
test (PVT) scores, which the WRSPM 
showed were closely related to 
simulated driving performance. 

In summary, the SAFTE/FAST Model 
was based closely on a carefully 
controlled laboratory study of the effects 
of important fatigue-related factors on 
the performance and alertness of dozens 
of truck drivers. It performed, overall, 
better than any other model tested 
against real-world data. To this model, 
FMCSA added a TOT multiplier to 
further improve its ability to assess the 
distinction between 10- and 11-hour 
rule variants. Though Advocates et al. 
suggested other studies that might be 
used to replace the particular TOT 
model that was used to augment the 
SAFTE/FAST model results, they 
provided no indication as to how the 
use of a different TOT function would 
solve the problem they identify—that no 
TOT function has been integrated into a 
model that can simultaneously account 
for all important schedule-related 
factors. Asserting that FMCSA can 
estimate the effects of its policies only 
with a model that has been developed 
to include all important factors, and 
then has been empirically tested under 
real-world conditions (which would 
require extremely intrusive monitoring 
of actual sleep and performance, with a 
population large enough to produce a 
large sample of serious crashes under 
enough combinations of schedules to 
demonstrate that the model is accurate 
under all conditions) is to set the bar 
unreasonably high. 

vi. Applicability of the Cost/Benefit 
Analysis. Advocates et al. stated that 
FMCSA had not assessed the costs and 
benefits for a comprehensive set of 
commercial truck driver schedules 
under the new HOS regulations, or more 
precisely, ‘‘of truck drivers working all 
duty hours both in a shift and over 
several consecutive days of driving and 

other work.’’ Conversely, ATA, in its 
filing to the docket, commented that 
‘‘FMCSA has taken diligent and 
extraordinary steps to assure the 
comprehensiveness of the [cost-benefit] 
analysis and its parts.’’ NERA Economic 
Consulting, as a result of its technical 
review of the 2007 IFR RIA, remarked in 
its docket comments that ‘‘FMCSA has 
performed a thorough, well-documented 
analysis of the costs and benefits of the 
11th-hour and restart provisions. In fact, 
we have rarely seen such an exhaustive 
and technically advanced analysis of a 
proposed rule from any government 
agency.’’ 

FMCSA Response 

Contrary to the assertions of 
Advocates et al., FMCSA actually 
evaluated the driving and working 
schedules of 12 distinct commercial 
driver types representing all major 
industry operating segments (for 
example, for-hire random trip drivers, 
private regular route drivers, and team 
drivers) using a simulation model that 
maximized driver productivity given 
certain pre-defined constraints (for 
example, driving hour limits). The 
driver schedules were estimated over 
the course of an entire year, so the 
model examined truck driver driving 
and working hours over many days and 
many weeks and measured average 
daily driving hours, average weekly 
working hours, and average restart 
periods. Results from the simulation 
modeling were described in the RIAs 
that accompanied the 2003 and 2005 
rules and the 2007 IFR, and the 
technical spreadsheet model and 
outputs were placed in the docket and 
made available to the public by FMCSA. 
For additional details on these models, 
see ‘‘Section D. Regulatory Analysis and 
Notices’’ later in this notice and the 
stand-alone RIA for this final rule found 
in the docket. 

vii. Use of Outdated Crash Cost 
Estimates. Advocates et al. criticized the 
Agency for use of crash cost estimates 
in the 2007 IFR RIA that it claimed were 
not current. 

FMCSA Response 

In response to this comment, FMCSA 
incorporated several updates into its 
2008 HOS RIA to reflect more recent 
information that is publicly available 
about crash costs and industry size. 
These updates did not represent 
significant changes to the RIA and its 
findings, but were made to reflect more 
recent information available on crash 
costs, the value of a statistical life, and 
the size of the industry. Specifically, 
these included the following: 
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• Updating the estimates of the 
number of commercial drivers engaged 
in long-haul operations; 

• Increasing the value of a statistical 
life, based on updated values 
announced by the U.S. Department of 
Transportation in February 2008; and 

• Updating the costs and benefit 
estimates of the RIA to reflect 2005 
dollars (from 2004 dollars) and 
incorporating new data on crash 
damages. 
More details on these and other nominal 
changes to the RIA are fully explained 
in the RIA itself. None of these changes 
affected the cost/benefit conclusions of 
the 2007 RIA. 

c. Large Truck Crash Causation Study 
(LTCCS) Data and Analysis 

In the 2007 IFR RIA, the Agency used 
data from the LTCCS. The Agency 
received several comments about the 
data, many of them highly technical. 
The Missouri Department of 
Transportation stated that the LTCCS 
showed fatigue at the bottom of the top 
10 causes of crashes. Dr. Ronald R. 
Knipling stated in comments to the 
docket that the LTCCS provided new, 
valid information on truck driver 
fatigue. Nevertheless, he stated that 
single-vehicle crashes were over- 
sampled (or over-weighted), which may 
have led to an exaggeration of truck 
driver fatigue as a crash factor. 
According to the commenter, the data 
could not be used to calculate true 
relative risk statistics because they 
lacked exposure data. He also reiterated 
a critique (referred to as the 
‘‘confounding factors’’ critique) that 
because driver schedule factors were 
used in the fatigue determination, the 
fatigue variable and the schedule factors 
were highly collinear, but the causal 
relationship was less certain. Safety 
advocacy groups submitted numerous 
reviews from the time of the study’s 
inception and data gathering. These 
reviews included both positive 
assessments and criticism, which the 
safety groups highlighted. Deficiencies 
they cited included the lack of a control 
group and exposure data; small sample 
size; missing, deficient, and uncertain 
data; and lack of control for 
confounding factors. These groups also 
repeated the criticisms of certain 
reviewers that the study lacked a 
focused research design. 

FMCSA Response 
The LTCCS was designed to study 

why crashes that occurred did occur. 
That is a characteristic of the data, not 
a flaw. As such, the LTCCS is well- 
suited to investigate the causes of 
crashes or the prevalence of 

contributory factors, both of which the 
Agency has analyzed. Safety advocacy 
groups submitted several early reviews 
of the LTCCS that were both favorable 
and unfavorable. Although some of the 
reviewers faulted the study for the lack 
of a specific line of inquiry, another 
reviewer correctly pointed out that there 
is nothing wrong with studies with 
broad analytic objectives; almost all 
major economic surveys conducted by 
government agencies collect broad 
amounts of data to support several 
different lines of analysis. Nevertheless, 
as one LTCCS reviewer points out, the 
study is focused insofar as it is designed 
to gather information on the factors 
affecting large truck crashes. The fact 
that the study was not designed to 
answer a specific question about crash 
causation does not invalidate its use, 
although it cannot be used to investigate 
every hypothesis with the same level of 
accuracy. 

As Knipling pointed out in his 
comment to the docket, the LTCCS does 
make a meaningful contribution to 
research on driver fatigue, and the 
Agency believes it does have useful 
applications for specific analyses on this 
topic. The LTCCS sample size was not 
small; for a study of this kind, 
approximately 1,000 crashes involving 
over 1,200 truck drivers is a very 
substantial sample. Certain lines of 
inquiry may be limited by missing data 
or infrequent occurrences in the data, 
but in the case of driver fatigue, the 
dataset yields 706 observations 
(individual truck drivers) from 642 
crashes. The safety advocacy groups 
misunderstood the ‘‘confounding 
factors’’ critique. The LTCCS assessed 
fatigue based on, among other things, 
drive time, not on an independent 
physiological determination. This, 
coupled with Knipling’s observation 
that the apparent over-representation of 
single vehicle crashes would exaggerate 
the role of fatigue, suggests that the 
study would overstate, not understate, 
the importance of fatigue because an 
investigator might have a bias toward 
coding fatigue where a driver has long 
drive times, measures of work hours, 
etc., while the converse might be true 
for low drive times and measures of 
work hours. 

d. Supplemental LTCCS Analysis. The 
Agency recently commissioned a study 
of the effects of fatigue in crashes 
included in the LTCCS. This research 
has been placed in the docket for this 
rule, and a summary of the analysis and 
results follows. 

The LTCCS collected data on a 
random sample of approximately 1,000 
crashes involving at least one large truck 
(gross vehicle weight rating of at least 

10,000 pounds) during 2001–2003 
where there was a fatality, an 
incapacitating injury, or a non- 
incapacitating, but evident injury. The 
study was a nationwide survey with 24 
data collection sites in 17 states and the 
results were weighted to represent all 
nationwide crashes. For each crash, 
investigators collected data on all 
vehicles involved, including 
information from driver, witness, and 
police interviews and from driver 
logbooks, and determined the critical 
reason for the crash. Critical reason is 
not an assignment of fault, but an 
assessment of whether driver behavior 
fostered the occurrence of the crash. The 
LTCCS also provides information on the 
driver’s level of attention, behavior, and 
mental or emotional state prior to the 
crash, including an assessment of 
fatigue. Investigators determined 
whether each driver was fatigued based 
on the driver interview and other 
information such as logbooks. Factors 
such as fatigue may have been present 
even if the driver had not been assigned 
any critical reason for the crash. Even 
though a driver may have been found to 
be fatigued, he or she may not have had 
any responsibility for the crash. 

This analysis focused on the truck 
drivers involved in the crashes. FMCSA 
used logistic regression to investigate 
the relationship between driver fatigue 
and driver-related critical reason and 
several explanatory variables: hours of 
driving, hours worked on day of crash, 
hours awake, hours of last sleep, hours 
worked last week, time of day, number 
of vehicles involved, day of week, and 
truck type. Because not all fatigued 
drivers were assigned the critical reason 
for a crash, the analysis of critical 
reason more directly examines how the 
explanatory variables cause crashes. 
Hours of driving and hours worked 
provide insight into TOT effects, while 
hours worked last week can determine 
the extent to which cumulative fatigue 
exists. The most important variables 
associated with driver fatigue were 
hours awake, hours of last sleep, hours 
worked the previous week, and the 
number of vehicles involved. The most 
important variables associated with 
driver critical reason were hours of last 
sleep, hours worked last week, number 
of vehicles involved, and truck type. 

This analysis revealed several 
interesting facts. Among the more 
striking findings are that sleep-related 
variables (including time awake, length 
of last sleep, and average sleep over the 
past week) are clearly related to both the 
chance that a driver of a large truck 
involved in a crash was fatigued and to 
the chance that the driver was assigned 
the critical reason for the crash. (See 
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figures 3, 4, and 16 in the analysis for 
plots of the chance of fatigue against 
these three variables, respectively, and 
figures 9, 10, and 17 for plots of the 
chance that the driver was critically 
responsible against the same three 
variables.) At the same time, though 
driving extra long hours in a day or 
working overtime the previous week 
appeared to increase fatigue (see figures 
1 and 5 for plots of the chance of fatigue 
against these two variables, 
respectively), there was no evidence 
that they increased the chance that a 
driver was assigned the critical reason 
for the crash (see figures 7 and 11 of the 
analysis for plots of the chance that the 
driver was critically responsible against 
the same two variables); that estimated 
probability was almost constant at the 
longer hours. Furthermore, the main 
model seemed to validate an hypothesis 
of the peer review panel for the RIA of 
this rule that time awake and total on- 
duty time were more critical than 
driving time. Long hours of driving in 
a day did not appear to be related even 
to fatigue, once hours awake and hours 
worked were taken into account (see 
figure 6). 

e. New Fatal Large Truck Crash Data. 
Section F (‘‘Evaluation of Recent Safety 
and Operational Data Under 11-Hour 
and 34-Hour Rules’’) of the 2007 IFR 
provided an extensive discussion of 
FARS data considered in this 
rulemaking. In that discussion, FMCSA 
included a table showing FARS fatal, 

and fatigue-related fatal, large truck 
crash data for calendar years 2000 
through 2006. Additionally, FMCSA 
stated that, ‘‘In the 3 years since the 
2003 HOS rule has been in effect, the 
number of fatigue-related large truck 
crashes as a percent of all large truck 
fatal crashes each year has remained 
relatively stable,’’ fluctuating ‘‘from a 
high of 2.2 percent in 2000 to a low of 
1.5 percent in 2001 and 2004.’’ Since 
the issuance of the 2007 IFR, the 
National Highway Traffic Safety 
Administration has released its 2007 
FARS Annual File via the FARS Web 
site (http://www-fars.nhtsa.dot.gov/ 
Main/index.aspx). Those data indicate 
that the percent of fatal large truck 
crashes has continued to remain 
relatively stable, with 78 fatal crashes 
where the driver of the large truck was 
coded as fatigued, out of a total of 4,190 
large truck fatal crashes in 2007. Thus, 
1.9 percent of all fatal large truck 
crashes occurring in 2007 involved a 
fatigued truck driver, well within the 
longer-term high and low of 2.2 percent 
in calendar year 2000 and 1.5 percent in 
calendar year 2004. 

Section F of the 2007 IFR also 
included a discussion of Trucks 
Involved in Fatal Accidents (TIFA) data 
for the calendar years 1991 through 
2005. As described in the IFR, the TIFA 
data file combines large truck fatal crash 
data obtained annually from NHTSA’s 
FARS with other information obtained 
by the University of Michigan 

Transportation Research Institute 
(UMTRI). UMTRI collects the additional 
data items on the commercial driver and 
vehicle through telephone interviews 
with truck drivers, carriers, or 
investigating officers after fatal crashes. 
UMTRI combines vehicle, crash, and 
occupant records from FARS with 
information obtained through TIFA, 
such as the physical configuration of the 
large truck, the motor carrier’s operating 
authority, and the hour of daily driving 
at the time of the crash. 

TIFA and FARS variables of particular 
interest include whether the large truck 
driver was coded as fatigued at the time 
of the crash, the time of day, the 
intended trip distance, and hours 
driving since the last mandatory off- 
duty period (a legal minimum of 8 hours 
for data through calendar year 2003 and 
10 hours for calendar year 2004 and 
2005 data). 

TIFA data published in the 2007 IFR 
covered the years 1991 through 2005 
(the most recent data then available). 
This file represents more than 50,000 
medium/heavy trucks involved in fatal 
crashes in the U.S.; the truck driver was 
fatigued in approximately 1,000 of these 
crashes. 

The TIFA data covering calendar year 
2006 have become available this year 
and show a continued downward trend 
in fatigue-related fatal crashes since the 
Agency published the 2003 HOS rule 
(see Table 1). 

TABLE 1—LARGE TRUCKS INVOLVED IN FATAL AND FATIGUE-RELATED FATAL CRASHES IN THE 11TH HOUR OF DRIVING, 
BY CALENDAR YEAR 

Calendar year (CY) Fatal 
crashes 

Fatigue- 
coded (large 
truck driver) 

Fatigue- 
coded as 
percent of 

total 

1991–2002 ............................................................................................................................................... 94 9 9.6 
2003 ......................................................................................................................................................... 13 1 7.7 
2004 ......................................................................................................................................................... 16 0 0.0 
2005 ......................................................................................................................................................... 13 1 7.7 
2006 ......................................................................................................................................................... 16 0 0.0 
1991–2003 Combined ............................................................................................................................. 107 10 9.3 
2004–2006 Combined ............................................................................................................................. 45 1 2.2 

Source: Trucks Involved in Fatal Accidents (TIFA), 1991–2006. 

In CY 2006, 16 large trucks were 
involved in fatal crashes where the 
driver was operating in the 11th hour, 
but in none of these cases was the truck 
driver coded as fatigued. Combining the 
2004–2006 TIFA indicates that there 
were a total of 45 large trucks involved 
in fatal crashes during the 11th hour of 
driving, of which one of these (or 2.2 
percent) involved a truck driver coded 
as fatigued. Conversely, combining data 
for the 1991–2003 period indicates there 
were a total of 107 large trucks involved 

in fatal crashes during the 11th hour of 
driving, of which 10 involved a fatigued 
truck driver. As such, collectively, the 
2004 through 2006 TIFA data represent 
a significant improvement over the pre- 
2003 period, in terms of the percentage 
of large truck drivers operating in the 
11th hour who were coded as fatigued 
at the time of the fatal crash. Although 
only three years of TIFA data are 
available since implementation of the 
new HOS rules at the start of 2004, the 
trend is encouraging. 

E. Regulatory Analyses and Notices 

Executive Order 12866 

FMCSA has determined that this 
action is an economically significant 
regulatory action within the meaning of 
Executive Order 12866. As such, the 
Agency has prepared an RIA analyzing 
the costs and benefits of this final rule. 
A copy of the RIA is included in the 
docket referenced at the beginning of 
this final rule. However, a brief 
summary of the RIA results is provided 
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in this section. The Office of 
Management and Budget (OMB) has 
reviewed this document. 

Introduction to the RIA 
This analysis considers and assesses 

the potential consequences of two 
potential regulatory options: 

Option 1 is the current rule. It allows 
up to 11 hours of driving, allows a new 
7- or 8-day period to begin after a 34- 
hour restart break, and some splitting of 
off-duty periods using sleeper berths. 
The option constrains the use of sleeper 
berths, however, to ensure that the main 
sleeper berth period is at least 8 hours 
long, supplemented by an additional 2- 
hour break that may be taken outside 
the sleeper berth. 

Option 2 is more stringent than 
Option 1, limiting driving to 10 (rather 
than 11) hours in a tour of duty, and 
eliminating the 34-hour restart 
provision. The sleeper-berth provisions 
are the same as in Option 1, and both 
options retain the short-haul provision 
contained in the 2005 rule. That 
provision allows operators of short-haul 
vehicles that do not require a 
commercial driver’s license (CDL)— 
typically those of less than 26,000 lbs 
gross vehicle weight rating (GVWR)— 
and that remain within a 150 mile 
radius of their base, to keep timecards 
in lieu of logbooks and be on-duty up 
to 16 consecutive hours two days during 
a seven-day work week. 

Overview of the RIA Analysis 
The simulation model used to 

estimate the costs for implementing 
Options 1 and 2 was first loaded with 
data representative of shipping patterns 
and carrier cost structures, and tested to 
ensure that it could realistically 
simulate typical lengths of haul, empty 
mile ratios, and productivity. The model 
was then set up to cover the most 
important cases, under certain 
constraints (that is, daily driving hour 
limits, minimum restart hours) 
represented under each option, and 
used to simulate carrier operations 
under different conditions and HOS rule 
options. FMCSA then analyzed the data 
representing the simulated operations, 
using changes in miles driven as a 
measure of productivity impacts. 
Output measures from individual runs 
were weighted to give a realistic 
representation of the affected industry, 
including the drivers’ use of the most 
important provisions of the options. The 
weighted changes in productivity from 
this procedure were then used to 
estimate the cost increases imposed on 
the industry by each option, using an 
analysis of the changes in wages and 
other costs likely to result from changes 

in productivity. These productivity- 
related costs were combined with 
transition costs associated with shifting 
to new regulations to produce estimates 
of total social costs. 

Safety impacts were measured by 
feeding the on-duty and driving 
schedules from the carrier simulation 
model into an operator fatigue model 
(known as the SAFTE/FAST Model) to 
project driver performance levels under 
different schedules allowed under each 
HOS option. Then, the fatigue model 
results were used to estimate the 
resulting changes in crash risks under 
each HOS option and for the different 
operations cases. Changes in fatigue- 
related crash risks, calibrated to match 
realistic levels, were then multiplied by 
the value of all affected crashes to yield 
estimates of total benefits. 

The approaches used to estimate the 
costs and benefits of this final rule have 
not changed since the 2007 HOS IFR. 
However, several inputs to the RIA were 
updated between the IFR and this final 
rule in order to reflect the most recent 
data available. Specifically, these 
updates include the following: dollar 
values are now expressed in 2005 
dollars rather than 2004 dollars; the 
industry population has been updated 
to account for growth in numbers of 
long-haul drivers over the past six years, 
when the data were originally collected 
for the 2003 rule; estimated changes in 
productivity and crashes have been 
corrected slightly to include effects on 
the less-than-truckload sector; and the 
value of crash reductions has been 
updated using newer crash information 
and a revised value of a statistical life. 
These updates were made either 
because of comments submitted to the 
docket regarding the outdated inputs 
used in the cost/benefit estimation, or, 
in the case of a higher value of a 
statistical life, due to new guidance 
issued by the DOT in Spring 2008. 

RIA Results 
The weighted productivity impacts 

from implementing Option 2 (that is, 10 
hours driving, no restart) results in a 
7.30 percent reduction in driver (labor) 
productivity compared to the current 
IFR. From research conducted for the 
2003 Rule RIA (contained in the 
docket), FMCSA analysts showed that 
each one percent change in driver 
productivity is associated with just 
under $300 million in costs using a 
population estimate based on the year 
2000 and cost figures expressed in 2004 
dollars. Updating to a more recent and 
larger 2005 estimate for the long-haul 
driver population and expressed in 
terms of 2005 dollars raises the cost of 
each one percent change in productivity 

to $335 million. Multiplying the 
weighted average productivity impacts 
by the costs per percent decrease in 
productivity yields $2,443 million in 
annual costs associated with 
implementing Option 2 (relative to 
Option 1, which obviously showed no 
change in costs relative to the current 
operating environment). 

The reduction in crash risk from 
implementing Option 2 instead of 
Option 1 was estimated to be 
approximately 0.63 percent. This 
change in risk was valued by 
multiplying it by an estimate of the total 
annual damage associated with heavy- 
duty long-haul truck crashes, updated to 
account for a slight increase in total 
crashes, and re-estimated damages per 
crash using a higher value of a statistical 
life. This total was multiplied by the 
percentage of total damages that were 
caused by the long-haul segment, 
yielding just over $34 billion. The 
reduction in risk attributable to Option 
2, given this total value, is about 0.63 
percent × $34 billion or about $214 
million per year. 

In summary, the total annual costs 
from implementing Option 2 are 
roughly $2,443 million and the total 
annual safety benefits are roughly $214 
million, resulting in a net annual cost 
from implementing Option 2 of 
approximately $2,229 million (in 2005 
dollars). 

The Agency conducted a series of 
sensitivity analyses, where it ‘‘stress 
tested’’ various assumptions related to 
elimination of the 11th hour of driving. 
Specifically, the Agency revised its 
assumptions with regard to several 
important inputs to the RIA, including 
the percent of all large truck crashes that 
are fatigue related (increasing it from 7 
percent to 15 percent), the value of a 
statistical life (increasing it from $5.5 
million to more than $10 million), and 
raising the relative risk of a fatigue- 
related crash in the 11th hour of driving 
(by 1.3 times the value used in the 
revised TOT multiplier). Each change 
improved the safety benefits relative to 
costs from eliminating the 11th hour of 
daily driving, but none of these changes 
in individual assumptions made 
elimination of the 11th driving hour 
cost beneficial. Although it is unlikely 
that FMCSA mis-specified these three 
assumptions in its initial analysis, the 
Agency nonetheless combined all of the 
new assumptions in a way that makes 
elimination of the 11th daily driving 
hour more favorable from a benefit-cost 
analysis perspective. This exercise still 
generated net annual costs of $71 
million, meaning that eliminating the 
11th hour is unlikely to be cost-effective 
under any reasonable set of 
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21 FMCSA’s environmental procedures were 
published on March 1, 2004 (69 FR 9680), FMCSA 

Order 5610.1, National Environmental Policy Act 
Implementing Procedures and Policy for 
Considering Environmental Impacts, and effective 
on March 30, 2004. 

circumstances. This represents a brief 
summary of the contents of the RIA 
accompanying this final rule. Readers 
are encouraged to review the full 
contents of the stand-alone 2008 HOS 
RIA contained in the docket to this 
rulemaking. 

Regulatory Flexibility Act 
Under the Regulatory Flexibility Act 

(RFA), as amended by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996 (Pub. L. 104–121, 
110 Stat. 857), FMCSA is not required 
to prepare a final regulatory flexibility 
analysis under 5 U.S.C. 604(a) for this 
final rule because the Agency has not 
issued a notice of proposed rulemaking 
prior to this action. However, FMCSA 
believes the RFA impacts of this final 
rule were adequately described by the 
2005 rule; there are no changes here. 

Unfunded Mandates Reform Act of 1995 
This final rule will not impose an 

unfunded Federal mandate, as defined 
by the Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1532, et. seq.), that 
will result in the expenditure by State, 
local, and tribal governments, in the 
aggregate, or by the private sector, of 
$128.1 million or more in any one year. 

Paperwork Reduction Act 
This final rule does not alter the 

existing information collection requests 
for HOS recordkeeping. 

Environmental Justice 
FMCSA evaluated the environmental 

effects of this final rule in accordance 
with Executive Order 12898 and 
determined that there are no 
environmental justice issues associated 
with its provisions or any collective 
environmental impact resulting from its 
promulgation. Environmental justice 
issues would be raised if there were 
‘‘disproportionate’’ and ‘‘high and 
adverse impact’’ on minority or low- 
income populations. None of the 
alternatives analyzed in the Agency’s 
environmental assessment, discussed 
under National Environmental Policy 
Act, would result in high and adverse 
environmental impacts. 

National Environmental Policy Act 
FMCSA prepared an environmental 

assessment (EA) of the IFR in 
accordance with the National 
Environmental Policy Act of 1969 
(NEPA) (42 U.S.C. 4321, et seq., as 
amended), the FMCSA’s NEPA 
Implementing Procedures and Policy for 
Considering Environmental Impacts 
(FMCSA Order 5610.1),21 the Council 

on Environmental Quality Regulations 
(CEQ) regulations implementing NEPA 
(40 CFR parts 1500–1508), the DOT 
Order 5610.C (September 18, 1979, as 
amended on July 13, 1982 and July 30, 
1985), entitled ‘‘Procedures for 
Considering Environmental Impacts,’’ 
and other pertinent environmental 
regulations, Executive Orders, statutes, 
and laws for consideration of 
environmental impacts of FMCSA 
actions. The Agency relies on all of the 
authorities noted in this paragraph to 
ensure that it actively incorporates 
environmental considerations into 
informed decision-making on all of its 
actions, including rulemaking. 

As shown in the EA that accompanied 
the IFR, none of the alternatives 
considered would have had a significant 
adverse impact on the human 
environment. Subsequently, FMCSA 
determined that the IFR and this final 
rule will not significantly affect the 
quality of the human environment and 
that a comprehensive Environmental 
Impact Statement is not required. The 
EA for the IFR, as well as the Agency’s 
finding of no significant impact 
(FONSI), are contained in the docket 
referenced at the beginning of this 
notice. 

Executive Order 13132 (Federalism) 

This action has been analyzed in 
accordance with the principles and 
criteria contained in Executive Order 
13132. FMCSA has determined this rule 
does not have a substantial direct effect 
on States, nor would it limit the 
policymaking discretion of the States. 
Nothing in this document preempts any 
State law or regulation. 

Executive Order 12372 
(Intergovernmental Review) 

The regulations implementing 
Executive Order 12372 regarding 
intergovernmental consultation on 
Federal programs and activities do not 
apply to this program. 

Executive Order 12630 (Taking of 
Private Property) 

This rule will not effect a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

Executive Order 12988 

This regulation meets the applicable 
standards set forth in sections 3(a) and 

3(b)(2) of Executive Order 12988, Civil 
Justice Reform. 
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G. Removal of Rescission Provision 

In view of the events following the 
2003 HOS rule—a legal challenge 
resulting in an adverse decision by the 
DC Circuit, which Congress temporarily 
suspended to allow time for further 
Agency action, culminating in a new 
rule—FMCSA thought it appropriate to 
highlight that the pre-2003 rule had 
been entirely superseded. It did so by 
promulgating § 395.0 in the 2005 rule, 
which provided that ‘‘[a]ny regulations 
on hours of service of drivers in effect 
before April 28, 2003, which were 
amended or replaced by the final rule 
adopted on April 28, 2003 [69 FR 
22456] are rescinded and not in effect.’’ 
As there is no longer a question that the 
pre-2003 rule is superseded, and further 
absent any amendment of specific 
provisions of the Code of Federal 
Regulations, the provision may not be 
consistent with the Federal Register 
Act. FMCSA is therefore removing 
§ 395.0. 

List of Subjects 

49 CFR Part 385 

Administrative practice and 
procedure, Highway safety, Motor 
carriers, Motor vehicle safety, Reporting 
and recordkeeping requirements. 

49 CFR Part 395 

Highway safety, Motor carriers, 
Reporting and recordkeeping 
requirements. 

■ In consideration of the foregoing, 
FMCSA adopts as final the interim final 
rule published at 72 FR 71247, 

December 17, 2007, with the following 
change: 

PART 395—HOURS OF SERVICE OF 
DRIVERS 

■ 1. The authority citation for part 395 
continues to read as follows: 

Authority: 49 U.S.C. 504, 14122, 31133, 
31136, 31502; Sec. 229, Pub. L. 106–159, 113 
Stat. 1748; Sec. 113, Pub. L. 103–311, 108 
Stat. 1673, 1676; and 49 CFR 1.73. 

§ 395.0 [Removed] 

■ 2. Remove § 395.0. 
Issued on: November 13, 2008. 

David H. Hugel, 
Deputy Administrator. 
[FR Doc. E8–27437 Filed 11–18–08; 8:45 am] 
BILLING CODE 4910–EX–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 679 

[Docket No. 071106671–8010–02] 

RIN 0648–XL83 

Fisheries of the Exclusive Economic 
Zone Off Alaska; Trawl Gear in the Gulf 
of Alaska 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Temporary rule; modification of 
a closure. 

SUMMARY: NMFS is opening directed 
fishing for groundfish by vessels using 
trawl gear in the Gulf of Alaska (GOA), 
effective 1200 hrs, Alaska local time, 
November 16, 2008. This action is 
necessary to fully use the 2008 Pacific 
halibut prohibited species catch (PSC) 
limit specified for vessels using trawl 
gear in the GOA. 
DATES: Effective 1200 hrs, Alaska local 
time (A.l.t.), November 16, 2008, 
through 2400 hrs, A.l.t., December 31, 
2008. Comments must be received at the 
following address no later than 4:30 
p.m., A.l.t., December 1, 2008. 
ADDRESSES: Send comments to Sue 
Salveson, Assistant Regional 
Administrator, Sustainable Fisheries 
Division, Alaska Region, NMFS, Attn: 
Ellen Sebastian. You may submit 
comments, identified by ‘‘RIN 0648– 
XL83,’’ by any one of the following 
methods: 

• Electronic Submissions: Submit all 
electronic public comments via the 

Federal eRulemaking Portal website at 
http://www.regulations.gov. 

• Mail: P. O. Box 21668, Juneau, AK 
99802. 

• Fax: (907) 586–7557. 
• Hand delivery to the Federal 

Building: 709 West 9th Street, Room 
420A, Juneau, AK. 

All comments received are a part of 
the public record and will generally be 
posted to http://www.regulations.gov 
without change. All Personal Identifying 
Information (e.g., name, address) 
voluntarily submitted by the commenter 
may be publicly accessible. Do not 
submit Confidential Business 
Information or otherwise sensitive or 
protected information. 

NMFS will accept anonymous 
comments (enter N/A in the required 
fields, if you wish to remain 
anonymous). Attachments to electronic 
comments will be accepted in Microsoft 
Word, Excel, WordPerfect, or Adobe 
portable document file (pdf) formats 
only. 

FOR FURTHER INFORMATION CONTACT: 
Steve Whitney, 907–586–7269. 
SUPPLEMENTARY INFORMATION: NMFS 
manages the groundfish fishery in the 
GOA exclusive economic zone 
according to the Fishery Management 
Plan for Groundfish of the Gulf of 
Alaska Management Area (FMP) 
prepared by the North Pacific Fishery 
Management Council under authority of 
the Magnuson–Stevens Fishery 
Conservation and Management Act. 
Regulations governing fishing by U.S. 
vessels in accordance with the FMP 
appear at subpart H of 50 CFR part 600 
and 50 CFR part 679. 

The 2008 Pacific halibut PSC limit 
specified for vessels using trawl gear in 
the GOA is 2,000 metric tons (mt) as 
established by the 2008 and 2009 
harvest specifications for groundfish of 
the GOA (73 FR 10562, February 27, 
2008). 

NMFS prohibited directed fishing for 
groundfish by vessels using trawl gear 
in the GOA under § 679.21(d)(7)(i) on 
November 6, 2008 (73 FR 66561, 
November 10, 2008). On November 13, 
135 mt of Pacific halibut PSC limit was 
reallocated from Rockfish Pilot Program 
cooperative quota to the apportionment 
for trawl gear under 
§ 679.21(d)(5)(iii)(B). As of November 
13, 2008, NMFS has determined that 
approximately 119 mt remain in the 
2008 Pacific halibut PSC limit for 
vessels using trawl gear in the GOA. 
Therefore, in accordance with 
§ 679.25(a)(1)(i), (a)(2)(i)(C), and 
(a)(2)(iii)(D), and to fully use the 2008 
Pacific halibut PSC limit specified for 
vessels using trawl gear in the GOA, 
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NMFS is terminating the previous 
closure and is opening directed fishing 
for groundfish by vessels using trawl 
gear in the GOA. Other closures remain 
in full force and effect. 

Classification 
This action responds to the best 

available information recently obtained 
from the fishery. The Assistant 
Administrator for Fisheries, NOAA 
(AA), finds good cause to waive the 
requirement to provide prior notice and 
opportunity for public comment 
pursuant to the authority set forth at 5 
U.S.C. 553(b)(B) as such requirement is 
impracticable and contrary to the public 
interest. This requirement is 
impracticable and contrary to the public 
interest as it would prevent NMFS from 
responding to the most recent fisheries 
data in a timely fashion and would 
delay the opening of the groundfish 
fishery by vessels using trawl gear in the 
GOA. Immediate notification is 
necessary to allow for the orderly 
conduct and efficient operation of this 
fishery, to allow the industry to plan for 
the fishing season, and to avoid 
potential disruption to the fishing fleet 
and processors. NMFS was unable to 
publish a notice providing time for 
public comment because the most 
recent, relevant data only became 
available as of November 13, 2008. 

The AA also finds good cause to 
waive the 30-day delay in the effective 
date of this action under 5 U.S.C. 
553(d)(3). This finding is based upon 
the reasons provided above for waiver of 
prior notice and opportunity for public 
comment. 

Without this inseason adjustment, 
NMFS could not allow the fishery for 
groundfish by vessels using trawl gear 
in the GOA to be harvested in an 
expedient manner and in accordance 
with the regulatory schedule. Under 
§ 679.25(c)(2), interested persons are 
invited to submit written comments on 
this action to the above address until 
December 1, 2008. 

This action is required by § 679.25 
and is exempt from review under 
Executive Order 12866. 

Authority: 16 U.S.C. 1801 et seq. 

Dated: November 14, 2008. 
Emily H. Menashes, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. E8–27480 Filed 11–14–08; 4:15 pm] 
BILLING CODE 3510–22–S 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 679 

[Docket No. 070213032–7032–01] 

RIN 0648–XL84 

Fisheries of the Exclusive Economic 
Zone Off Alaska; Reallocation of 
Halibut in the Gulf of Alaska 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Temporary rule; reallocation. 

SUMMARY: NMFS is reallocating the 
projected unused amount of halibut 
prohibited species catch (PSC) from 
rockfish cooperatives in the Central Gulf 
of Alaska (GOA) Rockfish Pilot Program 
to vessels using trawl gear in the GOA. 
This action is necessary to provide the 
opportunity to vessels using trawl gear 
to harvest available GOA groundfish 
total allowable catch (TAC) under 
existing PSC limits. 
DATES: Effective November 14, 2008, 
until 2400 hours, A.l.t., December 31, 
2008. 
FOR FURTHER INFORMATION CONTACT: 
Steve Whitney, 907–586–7269. 
SUPPLEMENTARY INFORMATION: NMFS 
manages the groundfish fishery in the 
GOA according to the Fishery 
Management Plan for Groundfish of the 
Gulf of Alaska (FMP) prepared by the 
North Pacific Fishery Management 
Council under authority of the 
Magnuson–Stevens Fishery 
Conservation and Management Act. 
Regulations governing fishing by U.S. 
vessels in accordance with the FMP 
appear at subpart H of 50 CFR part 600 
and 50 CFR part 679. 

The 2008 allocation of halibut PSC to 
vessels using trawl gear in the GOA is 
2,000 metric tons (mt) as established by 
the 2008 and 2009 final harvest 
specifications for groundfish in the GOA 
(73 FR 10562, February 27, 2008). Under 
§ 679.81(c)(1), 171 mt of halibut PSC is 
allocated to catcher processor and 
catcher vessel rockfish cooperatives in 
the Central GOA. The website at http:// 
www.alaskafisheries.noaa.gov/ 
sustainablefisheries/goarat/ 
08rppallocations.xls lists this amount. 
The remaining 1,829 mt is allocated to 

vessels using trawl gear not in a rockfish 
cooperative. 

As of November 13, 2008, the 
Administrator, Alaska Region, NMFS 
(Regional Administrator), has 
determined that rockfish cooperatives in 
the Central GOA have not used 135 mt 
of the allocation under 
§ 679.21(d)(5)(iii)(B). Therefore, NMFS 
is reallocating 135 mt of halibut PSC 
from rockfish cooperatives in the 
Central GOA to the last seasonal 
apportionment for vessels using trawl 
gear in the GOA. 

Therefore, the harvest specifications 
for halibut PSC are revised as follows: 
36 mt to rockfish cooperatives in the 
Central GOA and 1,829 mt to vessels 
using trawl gear. 

Classification 

This action responds to the best 
available information recently obtained 
from the fishery. The Assistant 
Administrator for Fisheries, NOAA, 
(AA) finds good cause to waive the 
requirement to provide prior notice and 
opportunity for public comment 
pursuant to the authority set forth at 5 
U.S.C. 553(b)(B) as such a requirement 
is impracticable and contrary to the 
public interest. This requirement is 
impracticable and contrary to the public 
interest as it would prevent NMFS from 
responding to the most recent fisheries 
data in a timely fashion and would 
delay the reallocation of projected 
unused amounts of halibut PSC in the 
GOA. NMFS was unable to publish a 
notice providing time for public 
comment because the most recent, 
relevant data only became available as 
of November 13, 2008. 

The AA also finds good cause to 
waive the 30-day delay in the effective 
date of this action under 5 U.S.C. 
553(d)(3). This finding is based upon 
the reasons provided above for waiver of 
prior notice and opportunity for public 
comment. 

This action is required by § 679.21 
and is exempt from review under 
Executive Order 12866. 

Authority: 16 U.S.C. 1801 et seq. 

Dated: November 14, 2008. 
Emily H. Menashes, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. E8–27487 Filed 11–14–08; 4:15 pm] 
BILLING CODE 3510–22–S 
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.
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Vol. 73, No. 224 

Wednesday, November 19, 2008 

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 920 

[Docket No. AO–FV–08–0174; AMS–FV–08– 
0085; FV08–920–3] 

Kiwifruit Grown in California; Hearing 
on Proposed Amendment of Marketing 
Order No. 920 

AGENCY: Agricultural Marketing Service, 
USDA. 

ACTION: Notice of hearing on proposed 
rulemaking. 

SUMMARY: Notice is hereby given of a 
public hearing to receive evidence on 
proposed amendments to Marketing 
Order No. 920 (order), which regulates 
the handling of kiwifruit grown in 
California. The amendments are 
proposed by the Kiwifruit 
Administrative Committee (committee), 
which is responsible for local 
administration of the order. The 
proposed amendments would redefine 
the districts into which the production 
area is divided, and provide for 
reallocation of committee membership; 
revise the committee selection and 
nomination processes; add authority for 
the committee to recommend and 
conduct research and market 
development programs; and revise 
committee meeting and voting 
procedures. In addition, the Agricultural 
Marketing Service (AMS) proposes to 
make any such changes as may be 
necessary to the order to conform to any 
amendment that may result from the 
hearing. The proposals are intended to 
provide additional flexibility in 
administration of the order and provide 
the industry with additional tools to aid 
in the marketing of kiwifruit. 

DATES: The hearing date is: December 9, 
2008, beginning at 9 a.m.; and 
continuing on December 10, 2008, 
beginning at 9 a.m., if necessary, in 
Modesto, California. 

ADDRESSES: The hearing location is: 
Stanislaus County Farm Bureau, 1201 L 
Street, Modesto, California 95353. 
FOR FURTHER INFORMATION CONTACT: 
Laurel L. May or Kathleen M. Finn, 
Marketing Order Administration 
Branch, Fruit and Vegetable Programs, 
AMS, USDA, 1400 Independence 
Avenue, SW., Stop 0237, Washington, 
DC 20250–0237; Telephone: (202) 720– 
2491, Fax: (202) 720–8938, or E-mail: 
Laurel.May@usda.gov or 
Kathy.Finn@usda.gov. 

Small businesses may request 
information on this proceeding by 
contacting Jay Guerber, Marketing Order 
Administration Branch, Fruit and 
Vegetable Programs, AMS, USDA, 1400 
Independence Avenue SW., Stop 0237, 
Washington, DC 20250–0237; 
Telephone: (202) 720–2491, Fax: (202) 
720–8938, or E-mail: 
Jay.Guerber@usda.gov. 
SUPPLEMENTARY INFORMATION: This 
administrative action is instituted 
pursuant to the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601–674), hereinafter referred to 
as the ‘‘Act.’’ This action is governed by 
the provisions of sections 556 and 557 
of title 5 of the United States Code and, 
therefore, is excluded from the 
requirements of Executive Order 12866. 

The Regulatory Flexibility Act (5 
U.S.C. 601–612) seeks to ensure that 
within the statutory authority of a 
program, the regulatory and 
informational requirements are tailored 
to the size and nature of small 
businesses. Interested persons are 
invited to present evidence at the 
hearing on the possible regulatory and 
informational impacts of the proposals 
on small businesses. 

The amendments proposed herein 
have been reviewed under Executive 
Order 12988, Civil Justice Reform. They 
are not intended to have retroactive 
effect. If adopted, the proposed 
amendments would not preempt any 
State or local laws, regulations, or 
policies, unless they present an 
irreconcilable conflict with the 
proposals. 

The Act provides that administrative 
proceedings must be exhausted before 
parties may file suit in court. Under 
section 608c(15)(A) of the Act, any 
handler subject to an order may file 
with USDA a petition stating that the 
order, any provision of the order, or any 
obligation imposed in connection with 

the order is not in accordance with law 
and request a modification of the order 
or to be exempted therefrom. A handler 
is afforded the opportunity for a hearing 
on the petition. The Act provides that 
the district court of the United States in 
any district in which the handler is an 
inhabitant, or has his or her principal 
place of business, has jurisdiction to 
review the USDA’s ruling on the 
petition, provided an action is filed not 
later than 20 days after the date of the 
entry of the ruling. 

The hearing is called pursuant to the 
provisions of the Act and the applicable 
rules and supplemental rules of practice 
and procedure governing the 
formulation and amendment of 
marketing agreements and orders (7 CFR 
part 900). 

The proposed amendments were 
recommended by the committee and 
submitted to USDA on August 15, 2008. 
After reviewing the proposals and other 
information submitted by the 
committee, USDA made a determination 
to schedule this matter for hearing. 

The proposed amendments to the 
order recommended by the committee 
are summarized as follows: 

1. Amend the order by redefining the 
districts into which the production area 
is divided and providing for reallocation 
of committee membership. The 
California production area is currently 
divided into eight districts, and the 
order specifies that one grower member 
and one alternate shall represent each 
district, while additional member and 
alternate seats are allocated to the three 
districts with the highest production. 
This proposal would revise § 920.12 by 
consolidating the existing districts into 
three new districts. This proposal would 
also require corresponding changes to 
§ 920.20, and a method for calculating 
membership allocation would be added 
to the section. Corresponding changes 
would also be made to § 920.21, and the 
process for transition to biannual 
committee selections would be added to 
the section. 

2. Amend the order by revising the 
committee membership nomination 
process and the procedure for filling 
vacancies on the committee. Currently, 
nomination meetings must be held prior 
to July 15 of each year. Vacancies that 
occur mid-term must be filled following 
the same procedure as for committee 
nominations and selections. This 
proposal would revise § 920.22 to 
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specify that nomination meetings must 
be held prior to June 1, to allow more 
time to complete the committee 
selection process before the August 1 
term commencement. This proposal 
would also amend § 920.26 by 
specifying that mid-term committee 
vacancies could be filled by the 
Secretary based upon recommendations 
from the committee rather than 
following the nomination and selection 
process as currently required. 

3. Amend the order to add a new 
§ 920.47, ‘‘Production Research, 
Marketing Research and Development,’’ 
that would authorize the committee to 
engage in research and marketing 
projects with the approval of USDA. 
This proposal would also add a new 
§ 920.45, ‘‘Contributions,’’ which would 
authorize the committee to accept 
voluntary contributions to help pay for 
the expenses of such projects. This 
proposal would also result in 
corresponding changes to § 920.32(a) to 
specify that committee actions with 
respect to research and marketing 
activities would require eight 
concurring votes. 

4. This proposal would amend the 
order by revising some of the 
committee’s administrative procedures. 
Section 920.27 would be revised to 
allow substitute alternates to represent 
absent members and alternates at 
committee meetings. Section 920.32(b) 
would be revised to authorize the 
committee to meet by telephone or other 
means of communication and to specify 
the voting requirements for various 
meeting formats. 

In addition to the proposed 
amendments to the order, AMS 
proposes to make any such changes to 
the order as may be necessary to 
conform to any amendment that may 
result from the hearing. 

The public hearing is held for the 
purpose of: (i) Receiving evidence about 
the economic and marketing conditions 
that relate to the proposed amendments 
of the order; (ii) determining whether 
there is a need for the proposed 
amendments to the order; and (iii) 
determining whether the proposed 
amendments or appropriate 
modifications thereof will tend to 
effectuate the declared policy of the Act. 

Testimony is invited at the hearing on 
all the proposals and recommendations 
contained in this notice, as well as any 
appropriate modifications or 
alternatives. 

All persons wishing to submit written 
material as evidence at the hearing 
should be prepared to submit four 
copies of such material at the hearing. 
Four copies of prepared testimony for 
presentation at the hearing should also 

be made available. To the extent 
practicable, eight additional copies of 
evidentiary exhibits and testimony 
prepared as an exhibit should be made 
available to USDA representatives on 
the day of appearance at the hearing. 
Any requests for preparation of USDA 
data for this rulemaking hearing should 
be made at least 10 days prior to the 
beginning of the hearing. 

From the time the notice of hearing is 
issued and until the issuance of a final 
decision in this proceeding, USDA 
employees involved in the decisional 
process are prohibited from discussing 
the merits of the hearing issues on an ex 
parte basis with any person having an 
interest in the proceeding. The 
prohibition applies to employees in the 
following organizational units: Office of 
the Secretary of Agriculture; Office of 
the Administrator, AMS; Office of the 
General Counsel, except any designated 
employee of the General Counsel 
assigned to represent the committee in 
this proceeding; and the Fruit and 
Vegetable Programs, AMS. 

Procedural matters are not subject to 
the above prohibition and may be 
discussed at any time. 

List of Subjects in 7 CFR Part 920 
Kiwifruit, Marketing agreements, 

Reporting and recordkeeping 
requirements. 

For the reasons set forth in the 
preamble, 7 CFR part 920 is proposed to 
be amended as follows: 

PART 920—KIWIFRUIT GROWN IN 
CALIFORNIA 

1. The authority citation for 7 CFR 
part 920 continues to read as follows: 

Authority: 7 U.S.C. 601–674. 

2. Testimony is invited on the 
following proposals or appropriate 
alternatives or modifications to such 
proposals. 

Proposals submitted by the Kiwifruit 
Administrative Committee: 

Proposal Number 1 

3. Revise § 920.12 to read as follows: 

§ 920.12 District. 
District means the applicable one of 

the following described subdivisions of 
the production area or such other 
subdivision as may be prescribed 
pursuant to § 920.31: 

(a) District 1 shall include Butte, 
Sutter, and Yuba Counties. 

(b) District 2 shall include Tulare 
County. 

(c) District 3 shall include all counties 
within the production area not included 
in Districts 1 and 2. 

4. Revise § 920.20 to read as follows: 

§ 920.20 Establishment and membership. 
There is hereby established a 

Kiwifruit Administrative Committee 
consisting of 12 members, each of whom 
shall have an alternate who shall have 
the same qualifications as the member 
for whom he or she is an alternate. The 
12-member committee shall be made up 
of the following: One public member 
(and alternate), and eleven members 
(and alternates). With the exception of 
the public member and alternate, all 
members and their respective alternates 
shall be growers or employees of 
growers. Except as provided for 
redistricting and membership allocation 
in § 920.31(l), district representation on 
the Committee shall be based upon the 
previous five-year average production in 
the district and shall be established so 
as to provide an equitable relationship 
between membership and districts. The 
committee may, with the approval of the 
Secretary, provide such other allocation 
of membership as may be necessary to 
assure equitable representation. 

5. Revise § 920.21 to read as follows: 

§ 920.21 Term of office. 
The term of office of each member 

and alternate member of the committee 
shall be for two years from the date of 
their selection and until their successors 
are selected. The terms of office shall 
begin on August 1 and end on the last 
day of July, or such other dates as the 
committee may recommend and the 
Secretary approve. Provided, That the 
terms of office of all members and 
alternates currently serving will end on 
the last day of the fiscal period in which 
this amended provision becomes 
effective, with nominations for new 
terms of office to be conducted as soon 
as practicable after the effective date of 
the amendment. Members may serve up 
to three consecutive 2-year terms not to 
exceed 6 consecutive years as members. 
Alternate members may serve up to 
three consecutive 2-year terms not to 
exceed 6 consecutive years as alternate 
members. Provided, That any term of 
office less than two years as a result of 
the amendment will not count toward 
tenure. 

Proposal Number 2 
6. Revise the first sentence of 

§ 920.22(a) to read as follows: 

§ 920.22 Nomination. 
(a) Except as provided in paragraph 

(b) of this section, the committee shall 
hold, or cause to be held, not later than 
June 1 of each year in which 
nominations are made, or such other 
date as may be specified by the 
Secretary, a meeting or meetings of 
growers in each district for the purpose 
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of designating nominees to serve as 
grower members and alternates on the 
committee. 
* * * * * 

7. Revise § 920.26 to read as follows: 

§ 920.26 Vacancies. 
To fill any vacancy occasioned by the 

failure of any person selected as a 
member or as an alternate member of 
the committee to qualify, or in the event 
of the death, removal, resignation, or 
disqualification of any member or 
alternate member of the committee, a 
successor for the unexpired term of such 
member or alternate member of the 
committee shall be selected by the 
Secretary after consideration of 
recommendations which may be 
submitted by the Committee, unless 
such selection is deemed unnecessary 
by the Secretary. The selection shall be 
made on the basis of representation 
provided for in § 920.20. 

Proposal Number 3 

8. Revise paragraph (a) of § 920.32 to 
read as follows: 

§ 920.32 Procedure. 
(a) Eight members of the committee, 

or alternates acting for members, shall 
constitute a quorum and any action of 
the committee shall require the 
concurring vote of the majority of those 
present: Provided, That actions of the 
committee with respect to expenses and 
assessments, research and promotion 
activities, or recommendations for 
regulations pursuant to §§ 920.50 
through 920.55, of this part shall require 
at least eight concurring votes. 
* * * * * 

9. Add a new § 920.45 to read as 
follows: 

§ 920.45 Contributions. 
The committee may accept voluntary 

contributions, but these shall only be 
used to pay expenses incurred pursuant 
to § 920.47. Furthermore, such 
contributions shall be free from any 
encumbrances by the donor, and the 
committee shall retain complete control 
of their use. 

10. Add a new § 920.47 to read as 
follows: 

§ 920.47 Production research, marketing 
research and development. 

The committee, with the approval of 
the Secretary, may establish or provide 
for the establishment of production and 
post-harvest research, and marketing 
research and development projects 
designed to assist, improve, or promote 
the marketing, distribution, and 
consumption or efficient production of 
kiwifruit. The expense of such projects 

shall be paid from funds collected 
pursuant to § 920.41 and § 920.45. 

Proposal Number 4 

11. Revise § 920.27 to read as follows: 

§ 920.27 Alternate members. 

An alternate member of the 
committee, during the absence of the 
member for whom that individual is an 
alternate, shall act in the place and 
stead of such member and perform such 
other duties as assigned. In the event 
both a member and his or her alternate 
are unable to attend a committee 
meeting, the committee may designate 
any other alternate member from the 
same district to serve in such member’s 
place and stead if necessary to secure a 
quorum. In the event of the death, 
removal, resignation, or disqualification 
of a member, the alternate of such 
member shall act for him or her until a 
successor for such member is selected 
and has qualified. 

12. Revise § 920.32(b) to read as 
follows: 

§ 920.32 Procedure. 

* * * * * 
(b) Committee meetings may be 

assembled or held by telephone, video 
conference, or other means of 
communication. The committee may 
vote by telephone, facsimile, or other 
means of communication. Votes by 
members or alternates present at 
assembled meetings shall be cast in 
person. Votes by members or alternates 
participating by telephone or other 
means of communication shall be by 
roll call; Provided, That a video 
conference shall be considered an 
assembled meeting, and votes by those 
participating through video conference 
shall be considered as cast in person. 

Proposal submitted by USDA: 

Proposal Number 5 

Make such changes as may be 
necessary to the order or its 
administrative rules and regulations to 
conform with any amendment that may 
result from the hearing. 

Dated: November 13, 2008. 

David R. Shipman, 
Acting Administrator, Agricultural Marketing 
Service. 
[FR Doc. E8–27392 Filed 11–18–08; 8:45 am] 

BILLING CODE 3410–02–P 

NUCLEAR REGULATORY 
COMMISSION 

10 CFR Part 37 

RIN 3150–AI12 

[NRC–2008–0120] 

Physical Protection of Byproduct 
Material 

AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Availability of preliminary draft 
rule language. 

SUMMARY: The Nuclear Regulatory 
Commission (NRC) is making available 
preliminary draft proposed rule 
language to amend its regulations to add 
a new part 37 to Title 10 of the Code of 
Federal Regulations. This new Part 37 
will contain the security (physical 
protection) requirements that are 
designed to provide reasonable 
assurance of preventing the theft or 
diversion of Category 1 and Category 2 
quantities of radioactive material as 
designated by the International Atomic 
Energy Agency (IAEA). The new 
provisions will address background 
checks, fingerprinting, access control, 
physical security during use, and 
physical security during any transport 
of category 1 and category 2 quantities 
of material. At this time, the staff is only 
posting the preliminary draft language 
for the physical protection of the 
material while it is being transported. 
These requirements will be contained in 
subpart D of the new part 37. Draft 
preliminary language for other aspects 
of the proposed new part 37 will be 
posted and noticed in the future. The 
availability of the preliminary draft rule 
language is intended to inform 
stakeholders of the current status of the 
NRC’s activities and solicit public 
comments on the information at this 
time. Comments may be provided as 
indicated under the ADDRESSES heading. 
The NRC may post updates periodically 
under Docket # NRC–2008–0120 on the 
Federal eRulemaking Portal at http:// 
www.regulations.gov that may be of 
interest to stakeholders. 
DATES: Submit comment by January 5, 
2009. Comments received after this date 
will be considered if it is practical to do 
so, but the NRC is able to assure 
consideration only for comments 
received on or before this date. 
ADDRESSES: You may submit comments 
by any one of the following methods. 
Please include the number RIN 3150– 
AI12 in the subject line of your 
comments. Comments on rulemakings 
submitted in writing or in electronic 
form will be made available to the 
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public in their entirety in NRC’s 
Agencywide Documents Access and 
Management System (ADAMS) and at 
http://www.regulations.gov. Personal 
information, such as your name, 
address, telephone number, e-mail 
address, etc., will not be removed from 
your submission. 

Federal e-Rulemaking Portal: Go to 
http://www.regulations.gov and search 
for documents filed under Docket ID 
[NRC–2008–0120]. Address questions 
about NRC dockets to Carol Gallagher 
301–415–5905; e-mail 
Carol.Gallagher@nrc.gov. 

Mail comments to: Secretary, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555–0001, ATTN: 
Rulemakings and Adjudications Staff. 

E-mail comments to: 
Rulemaking.Comments@nrc.gov. If you 
do not receive a reply e-mail confirming 
that we have received your comments, 
contact us directly at 301–415–1677. 
Comments can also be submitted via the 
Federal eRulemaking Portal http:// 
www.regulations.gov. 

Hand deliver comments to: 11555 
Rockville Pike, Rockville, Maryland 
20852, between 7:30 a.m. and 4:15 p.m. 
Federal workdays. (Telephone 301–415– 
1677). 

Fax comments to: Secretary, U.S. 
Nuclear Regulatory Commission at 301– 
415–1101. 

You can access publicly available 
documents related to this document 
using the following methods: 

NRC’s Public Document Room (PDR): 
The public may examine and have 
copied for a fee publicly available 
documents at the NRC’s PDR, Public 
File Area O–1F21, One White Flint 
North, 11555 Rockville Pike, Rockville, 
Maryland 20852–2738. 

NRC’s Agencywide Documents Access 
and Management System (ADAMS): 
Publicly available documents created or 
received at the NRC are available 
electronically at the NRC’s Electronic 
Reading Room at http://www.nrc.gov/ 
reading-rm/adams.html. From this page, 
the public can gain entry into ADAMS, 
which provides text and image files of 
NRC’s public documents. If you do not 
have access to ADAMS or if there are 
problems in accessing the documents 
located in ADAMS, contact the NRC’s 
PDR reference staff at 1–899–397–4209, 
301–415–4737, or by e-mail to 
pdr.resource@nrc.gov. 

Federal e-Rulemaking Portal: Go to 
http://www.regulations.gov and search 
for documents filed under Docket ID 
[NRC–2008–0120]. 
FOR FURTHER INFORMATION CONTACT: 
Merri Horn, Office of Federal and State 
Materials and Environmental 

Management Programs, U.S. Nuclear 
Regulatory Commission, Washington, 
DC 20555–0001, telephone 301–415– 
8126, e-mail Merri.Horn@nrc.gov. 
SUPPLEMENTARY INFORMATION: The 
preliminary draft rule language can be 
viewed and downloaded electronically 
via the Federal eRulemaking Portal at 
http://www.regulations.gov by searching 
for Docket # NRC–2008–0120 as well as 
in ADAMS ML082880108. 

The staff is proposing to add a new 
part 37 that will contain the security 
(physical protection) requirements that 
are designed to provide reasonable 
assurance of preventing the theft or 
diversion of category 1 and category 2 
quantities of radioactive material as 
designated by the International Atomic 
Energy Agency. The new provisions will 
address background checks, 
fingerprinting, access control, physical 
security during use, and physical 
security during any transport of category 
1 and category 2 quantities of material. 
At this time, the staff is only posting the 
preliminary draft language for the 
physical protection of the material 
while it is being transported. These 
requirements will be contained in 
subpart D of the new part 37. Draft 
preliminary language for other aspects 
of the proposed new part 37 will be 
posted and noticed in the future. 

The NRC is making a preliminary 
version of this draft proposed rule 
language available to inform 
stakeholders of the current status of this 
proposed rulemaking. The NRC is 
inviting stakeholders to comment on the 
draft preliminary language. This 
preliminary draft rule language may be 
subject to significant revisions during 
the rulemaking process. Public input at 
this stage will help inform the 
development of the proposed rule. 

The NRC will review and consider 
any comments received; however, the 
NRC will not respond to any comments 
received at this pre-rulemaking stage. As 
appropriate, the Statements of 
Consideration for the proposed rule will 
briefly discuss any substantive changes 
made to the preliminary draft proposed 
rule language as a result of comments 
received on this preliminary version. 
Stakeholders will also have an 
opportunity to comment on the rule 
language when it is published as a 
proposed rule in accordance with the 
provisions of the Administrative 
Procedures Act. The NRC will respond 
to any such comments in the Statements 
of Consideration for the final rule. 

The NRC may post updates to the 
preliminary draft proposed rule 
language on the Federal eRulemaking 
Portal under Docket # NRC–2008–0120. 

Regulations.gov allows members of the 
public to set-up notifications so that 
they may be alerted when documents 
are added to a docket. Users are notified 
via e-mail at an e-mail address provided 
at the time of registration for the 
notification. Directions for signing up 
for the automatic notifications can be 
found at http://www.regulations.gov. To 
do so, search for the docket you are 
interested in and then choose 
‘‘Notification,’’ found under the title of 
each action. 

Dated at Rockville, Maryland, this 12th day 
of November 2008. 

For the Nuclear Regulatory Commission. 
Mark Thaggard, 
Acting Director, Division of 
Intergovernmental Liaison and Rulemaking, 
Office of Federal and State Materials and 
Environmental Management Programs. 
[FR Doc. E8–27464 Filed 11–18–08; 8:45 am] 
BILLING CODE 7590–01–P 

DEPARTMENT OF THE INTERIOR 

National Park Service 

36 CFR Part 7 

Negotiated Rulemaking Advisory 
Committee for Off-Road Vehicle 
Management for Cape Hatteras 
National Seashore 

AGENCY: National Park Service (NPS), 
Interior. 
ACTION: Notice of tenth, eleventh, and 
twelfth meetings. 

SUMMARY: Notice is hereby given, in 
accordance with the Federal Advisory 
Committee Act (Pub. L. 92–463, 86 Stat. 
770, 5 U.S.C. App 1, section 10), of the 
tenth, eleventh, and twelfth meetings of 
the Negotiated Rulemaking Advisory 
Committee for Off-Road Vehicle 
Management at Cape Hatteras National 
Seashore. (See DATES section.) 
DATES: The Committee will hold its 
tenth meeting on January 6–7, 2009, 
from 8:30 a.m. to 5:30 p.m. on January 
6, and from 8:30 a.m. to 5 p.m. on 
January 7. The Committee will hold its 
eleventh meeting on January 21–22, 
2009, from 8:30 a.m. to 5:30 p.m. on 
January 21, and from 8:30 a.m. to 5 p.m. 
on January 22. The Committee will hold 
its twelfth meeting on February 3, 2009, 
from 8:30 a.m. to 5:30 p.m. All meetings 
will be held at the Wright Brothers 
National Memorial Pavilion, 1000 
Croatan Highway (Milepost 7.6), Kill 
Devil Hills, North Carolina 25948. 

These, and any subsequent meetings, 
will be held for the following reason: To 
work with the National Park Service to 
assist in potentially developing special 
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regulations for off-road vehicle (ORV) 
management at Cape Hatteras National 
Seashore (Seashore). 

The proposed agenda for the tenth, 
eleventh, and twelfth meetings of the 
Committee may contain the following 
items: Approval of Meeting Summary 
from Last Meeting, Subcommittee and 
Members’ Updates since Last Meeting, 
Alternatives Discussions, NEPA Update, 
and Public Comment. However, the 
Committee may modify its agenda 
during the course of its work. The 
meetings are open to the public. 
Interested persons may provide brief 
oral/written comments to the Committee 
during the public comment period of 
the meetings each day before the lunch 
break, and also from 5–5:30 p.m. on 
January 6 and January 21, or may file 
written comments with the Park 
Superintendent. 

FOR FURTHER INFORMATION CONTACT: 
Michael B. Murray, Superintendent, 
Cape Hatteras National Seashore, 1401 
National Park Drive, Manteo, North 
Carolina 27954, (252) 473–2111, ext. 
148. 

SUPPLEMENTARY INFORMATION: The 
Committee’s function is to assist 
directly in the development of special 
regulations for management ORVs at the 
Seashore. Executive Order 11644, as 
amended by Executive Order 11989, 
requires certain Federal agencies to 
publish regulations that provide for 
administrative designation of the 
specific areas and trails on which ORV 
use may be permitted. In response, the 
NPS published a general regulation at 
36 CFR 4.10, which provides that each 
park that designates routes and areas for 
ORV use must do so by promulgating a 
special regulation specific to that park. 
It also provides that the designation of 
routes and areas shall comply with 
Executive Order 11644, and 36 CFR 1.5 
regarding closures. Members of the 
Committee will negotiate to reach 
consensus on concepts and language to 
be used as the basis for a proposed 
special regulation, to be published by 
the NPS in the Federal Register, 
governing ORV use at the Seashore. The 
duties of the Committee are solely 
advisory. 

Dated: October 30, 2008. 

Michael B. Murray, 
Superintendent, Cape Hatteras National 
Seashore. 
[FR Doc. E8–27451 Filed 11–18–08; 8:45 am] 

BILLING CODE 4310–70–P 

ARCHITECTURAL AND 
TRANSPORTATION BARRIERS 
COMPLIANCE BOARD 

36 CFR Part 1192 

[Docket No. 2007–1] 

RIN 3014–AA38 

Americans With Disabilities Act (ADA) 
Accessibility Guidelines for 
Transportation Vehicles 

AGENCY: Architectural and 
Transportation Barriers Compliance 
Board. 
ACTION: Availability of draft revisions to 
guidelines. 

SUMMARY: The Architectural and 
Transportation Barriers Compliance 
Board (Access Board) has placed in the 
docket and on its Web site for public 
review and comment a second draft of 
revisions to the Americans with 
Disabilities Act (ADA) Accessibility 
Guidelines for Transportation Vehicles. 
The second draft is being issued because 
the format has been significantly 
changed, provisions for over-the-road 
buses have been added, and changes 
have been made in response to 
comments on the first draft. The draft 
revisions cover only buses, over-the- 
road buses, and vans. Draft revisions to 
the guidelines for other modes will be 
issued later. Comments will be accepted 
on the second draft, and the Access 
Board will consider those comments 
prior to issuing a notice of proposed 
rulemaking to update the guidelines. 
DATES: Comments on the draft revisions 
to the guidelines must be received by 
January 20, 2009. 
ADDRESSES: You may submit comments, 
identified by docket number 2007–1 or 
RIN number 3014–AA38, by any of the 
following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• Agency Web Site: Follow the 
instructions for submitting comments 
on our electronic comment site http:// 
www.access-board.gov/ 
commentTV08.cfm. 

• E-mail: cannon@access-board.gov. 
Include docket number 2007–1 or RIN 
number 3014–AA38 in the subject line 
of the message. 

• Fax: (202) 272–0081. 
• Mail or Hand Delivery/Courier: 

Office of Technical and Informational 
Services, Architectural and 
Transportation Barriers Compliance 
Board, 1331 F Street, NW., Suite 1000, 
Washington, DC 20004–1111. 

Instructions: All submissions received 
must include the agency name and 

docket number or Regulatory 
Information Number (RIN) for this 
rulemaking. All comments received will 
be posted without change to http:// 
www.access-board.gov/ 
commentListTV08.cfm, including any 
personal information provided. 
Comments will be available for 
inspection at the above address from 9 
a.m. to 5 p.m. on regular business days. 
Comments submitted in accessible 
formats (Word, ASCII text, HTML) will 
be posted on the Access Board Web site. 
FOR FURTHER INFORMATION CONTACT: 
Dennis Cannon, Office of Technical and 
Information Services, Architectural and 
Transportation Barriers Compliance 
Board, 1331 F Street, NW., suite 1000, 
Washington DC 20004–1111. Telephone 
number: (202) 272–0015 (voice); (202) 
272–0082 (TTY). Electronic mail 
address: cannon@access-board.gov. 
SUPPLEMENTARY INFORMATION: In 1991, 
the Architectural and Transportation 
Barriers Compliance Board (Access 
Board) issued the Americans with 
Disabilities Act (ADA) Accessibility 
Guidelines for Transportation Vehicles 
(36 CFR part 1192). The guidelines have 
not been updated since they were 
issued, except for modifications for 
over-the-road buses in 1994. The Access 
Board began the process of updating the 
guidelines by publishing a first draft of 
revisions to subparts A and B of 36 CFR 
part 1192 on April 11, 2007 (72 FR 
18179, April 11, 2007). The first draft 
contained revisions to general 
provisions, buses, and vans. Changes 
were proposed to accommodate new 
technology and vehicles, and new 
system designs, particularly bus rapid 
transit. Over 80 comments were 
received on the first draft. Those 
comments were considered in 
developing the second draft. 

After issuing the guidelines in 1991, 
the National Highway Traffic Safety 
Administration (NHTSA) issued 
regulations for lifts on non-rail vehicles. 
The Access Board will coordinate its 
rulemaking with NHTSA to ensure 
consistency with those regulations. 

The Access Board is making the 
second draft of the revisions to the 
guidelines and supplemental 
information available for public review 
and comment prior to issuing a notice 
of proposed rulemaking to update the 
guidelines. Comments on the draft 
revisions will be considered by the 
Access Board in developing a notice of 
proposed rulemaking to update the 
guidelines, which will also be open for 
public comment. The draft revisions to 
the guidelines and supplementary 
information are available on the Access 
Board’s Web site (http://www.access- 
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board.gov/vguidedraft2.htm). Copies 
may also be obtained by contacting the 
Access Board at (202) 272–0080. 
Persons using a TTY should call (202) 
272–0082. The documents are available 
in alternate formats upon request. 
Persons who want a copy in an alternate 
format should specify the type of format 
(cassette tape, Braille, large print, or 
ASCII disk). 

David M. Capozzi, 
Acting Executive Director. 
[FR Doc. E8–27477 Filed 11–18–08; 8:45 am] 
BILLING CODE 8150–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R09–OAR–2008–0341; FRL–8741–9] 

Revisions to the California State 
Implementation Plan, Ventura County 
Air Pollution Control District 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: EPA is proposing to approve 
revisions to the Ventura County Air 
Pollution Control District (VCAPCD) 
portion of the California State 
Implementation Plan (SIP). These 
revisions concern the permitting of new 
or modified sources. We are proposing 
to approve local rules to regulate these 
procedures under the Clean Air Act as 
amended in 1990 (CAA or the Act). We 
are taking comments on this proposal 
and plan to follow with a final action. 

DATES: Any comments must arrive by 
December 19, 2008. 
ADDRESSES: Submit comments, 
identified by docket number EPA–R09– 
OAR–2008–0341, by one of the 
following methods: 

• Federal eRulemaking Portal: 
www.regulations.gov. Follow the on-line 
instructions. 

• E-mail: R9airpermits@epa.gov. 
• Mail or deliver: Gerardo Rios (Air- 

3), U.S. Environmental Protection 
Agency Region IX, 75 Hawthorne Street, 
San Francisco, CA 94105. 

Instructions: All comments will be 
included in the public docket without 
change and may be made available 
online at www.regulations.gov, 
including any personal information 
provided, unless the comment includes 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Information that 
you consider CBI or otherwise protected 
should be clearly identified as such and 
should not be submitted through 
www.regulations.gov or e-mail. 
www.regulations.gov is an ‘‘anonymous 
access’’ system, and EPA will not know 
your identity or contact information 
unless you provide it in the body of 
your comment. If you send e-mail 
directly to EPA, your e-mail address 
will be automatically captured and 
included as part of the public comment. 
If EPA cannot read your comment due 
to technical difficulties and cannot 
contact you for clarification, EPA may 
not be able to consider your comment. 

Docket: The index to the docket for 
this action is available electronically at 
www.regulations.gov and in hard copy 

at EPA Region IX, 75 Hawthorne Street, 
San Francisco, California. While all 
documents in the docket are listed in 
the index, some information may be 
publicly available only at the hard copy 
location (e.g., copyrighted material), and 
some may not be publicly available in 
either location (e.g., CBI). To inspect the 
hard copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section 
below. 

FOR FURTHER INFORMATION CONTACT: 
Laura Yannayon, EPA Region IX, (415) 
972–3534, yannayon.laura@epa.gov. 

SUPPLEMENTARY INFORMATION: 
Throughout this document, ‘‘we,’’ ‘‘us’’ 
and ‘‘our’’ refer to EPA. 

Table of Contents 

I. The State’s Submittal 
A. What rules did the State submit? 
B. Are there other versions of the rules? 
C. What is the purpose of the submitted 

rules? 
II. EPA’s Evaluation and Action 

A. How is EPA evaluating the rules? 
B. Do the rules meet the evaluation 

criteria? 
C. EPA Recommendation to Further 

Improve a Rule 
D. Proposed Action and Public Comment 

III. Statutory and Executive Order Reviews 

I. The State’s Submittal 

A. What rules did the State submit? 

Table 1 lists the rules addressed by 
this proposal with the dates that they 
were adopted by local air agency and 
submitted by the California Air 
Resources Board (CARB). 

TABLE 1—SUBMITTED RULES 

Local agency Rule No. Rule title Amended or revised Submitted 

VCAPCD ........... 26 New Source Review—General ........................ 03/14/06, Amended .......................................... 06/16/06 
VCAPCD ........... 26 .1 New Source Review—Definitions .................... 11/14/06, Revised ............................................ 05/08/07 
VCAPCD ........... 26 .2 New Source Review—Requirements .............. 03/14/06, Revised ............................................ 06/16/06 
VCAPCD ........... 26 .3 New Source Review—Exemptions .................. 03/14/06, Revised ............................................ 06/16/06 
VCAPCD ........... 26 .4 New Source Review—Emissions Banking ...... 03/14/06, Revised ............................................ 06/16/06 
VCAPCD ........... 26 .5 New Source Review—Essential Public Serv-

ice Bank.
03/14/06, Revised ............................................ 06/16/06 

VCAPCD ........... 26 .6 New Source Review—Calculations ................. 03/14/06, Revised ............................................ 06/16/06 

On July 21, 2006, the rule submittal 
of June 16, 2006 was found to meet the 
completeness criteria in 40 CFR part 51, 
appendix V, which must be met before 
formal EPA review. On July 23, 2007, 
the rule submittal of May 8, 2007 was 
found to meet the completeness criteria. 

B. Are there other versions of the rules? 

We approved a version of VCAPCD 
Rules 26 and 26.5 on December 7, 2000 
(65 FR 76567). We approved a version 

of VCAPCD Rules 26.1, 26.2, 26.3, 26.4, 
and 26.6 on February 28, 2003 (68 FR 
9561). We did not act on a version of 
VCAPCD Rule 26.1, revised on March 
14, 2006 and submitted to us by CARB 
on June 16, 2006. While we can act on 
only the most recently submitted 
version, we have reviewed materials 
provided with the previous submittal. 

C. What is the purpose of the submitted 
rules? 

The purposes of revisions relative to 
the SIP rule are as follows: 

• VCAPCD Rule 26: A reference to the 
new Rule 26.11 is added, along with the 
purposes of Rule 26.11, including (a) the 
process by which the APCO determines 
if Emission Reduction Credits (ERCs) 
are surplus at the time of use and (b) the 
implementation of an annual 
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equivalency demonstration program, are 
added to the rule. 

• VCAPCD Rule 26.1: Four 
definitions relating to bio-solids, public 
service ERCs, and public service 
banking are added to the rule, and the 
definition for Community Bank is 
removed from the rule. 

• VCAPCD Rule 26.2: The District 
name is added to the rule. 

• VCAPCD Rule 26.3: The exemption 
from offset requirements for gasoline 
dispensing facilities that dispense into 
motor vehicles or marine pleasure craft, 
is removed. 

• VCAPCD Rule 26.4.B.5: The 
banking of ERCs for gasoline dispensing 
facilities that dispense into motor 
vehicles or marine pleasure craft, shall 
be allowed for no more than the amount 
of ERCs provided by the applicant after 
10/22/91. Previously these ERCs were 
not eligible for banking. 

• VCAPCD Rule 26.4.B.7: The 
provisions are added that (a) after 10/ 
22/91, any ROC or NOX emission 
increase calculated pursuant to Rule 
26.6.D but not offset with ERCs shall be 
ineligible for banking and (b) an 
emission increase offset with a credit 
from the Community Bank between 10/ 
13/91 and 03/14/06 shall be ineligible 
for banking. 

• VCAPCD Rule 26.4.F.2: The 
provisions are added that (a) the District 
shall contact the owner of an ERC 
certificate annually to determine if the 
owner will renew the certificate and (b) 
if not renewed, the certificate will be 
deemed inactive and transferred to the 
Essential Public Service Bank. 

• VCAPCD Rule 26.5: The title of this 
rule is changed from ‘‘New Source 
Review—Community Service Bank’’ to 
‘‘New Source Review—Essential Public 
Service Bank.’’ 

• VCAPCD Rule 26.5.A: The 
applicability of this banking section is 
changed to ‘‘essential public service 
credits’’ instead of ‘‘community ERCs.’’ 

• VCAPCD Rule 26.5.C: The 
applicability of this disbursement 
section is also changed to ‘‘essential 
public service credits.’’ Other former 
community ERC transactions described 
in SIP Rule 25.5.C.2, such as disbursing 
community ERCs to sources not 
required to provide offsets on the date 
the Authority-to-Construct is issued, are 
deleted. 

• VCAPCD Rule 26.5.E: Requirements 
for tracking community ERCs by the 
District are deleted from the rule. These 
provisions already exist in the SIP- 
approved version of VCAPCD Rule 
26.11. 

• VCAPCD Rule 26.6: The District 
name is added to the rule. 

II. EPA’s Evaluation and Action 

A. How is EPA evaluating the rules? 

These rules describe administrative 
provisions and definitions that support 
the review and permitting of new and 
modified emission sources as required 
by Title I, subpart D, of the Clean Air 
Act for nonattainment areas. In 
combination with the other 
requirements, these rules must be 
enforceable (see section 110(a) of the 
CAA) and must not relax existing 
requirements (see sections 110(l) and 
193). 

EPA guidance and policy documents 
that we used to help evaluate 
enforceability requirements consistently 
include the following: 

• Review of New Sources and 
Modifications, U.S. EPA, 40 CFR part 
51, subpart I. 

• Guidance Document for Correcting 
Common VOC & Other Rule 
Deficiencies, EPA Region 9, (August 21, 
2001). (The Little Bluebook) 

B. Do the rules meet the evaluation 
criteria? 

We believe the rules are consistent 
with the relevant policy and guidance 
regarding enforceability and SIP 
relaxations. The TSD has more 
information on our evaluation. 

C. EPA Recommendation To Further 
Improve a Rule 

The TSD describes an additional 
revision to VCAPCD Rule 26.1 that does 
not affect EPA’s current action but is 
recommended for the next time the local 
agency modifies the rule. 

D. Proposed Action and Public 
Comment 

Because EPA believes the submitted 
rules fulfill all relevant requirements, 
we are proposing full approval as 
described in section 110(k)(3) of the 
CAA. We will accept comments from 
the public on this proposal for the next 
30 days. Unless we receive convincing 
new information during the comment 
period, we intend to publish a final 
approval action that will incorporate 
these rules into the federally enforceable 
SIP. 

III. Statutory and Executive Order 
Reviews 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 

Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Intergovernmental 
relations, Reporting and recordkeeping 
requirements. 
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Dated: October 24, 2008. 
Alexis Strauss, 
Acting Regional Administrator, Region IX. 
[FR Doc. E8–27484 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

44 CFR Part 67 

[Docket No. FEMA–B–1020] 

Proposed Flood Elevation 
Determinations 

AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Proposed rule. 

SUMMARY: Comments are requested on 
the proposed Base (1 percent annual- 
chance) Flood Elevations (BFEs) and 
proposed BFE modifications for the 
communities listed in the table below. 
The purpose of this notice is to seek 
general information and comment 
regarding the proposed regulatory flood 
elevations for the reach described by the 
downstream and upstream locations in 
the table below. The BFEs and modified 
BFEs are a part of the floodplain 
management measures that the 
community is required either to adopt 
or show evidence of having in effect in 
order to qualify or remain qualified for 
participation in the National Flood 
Insurance Program (NFIP). In addition, 
these elevations, once finalized, will be 
used by insurance agents, and others to 
calculate appropriate flood insurance 
premium rates for new buildings and 
the contents in those buildings. 
DATES: Comments are to be submitted 
on or before February 17, 2009. 
ADDRESSES: The corresponding 
preliminary Flood Insurance Rate Map 
(FIRM) for the proposed BFEs for each 
community are available for inspection 
at the community’s map repository. The 
respective addresses are listed in the 
table below. 

You may submit comments, identified 
by Docket No. FEMA–B–1020, to 
William R. Blanton, Jr., Chief, 
Engineering Management Branch, 
Mitigation Directorate, Federal 
Emergency Management Agency, 500 C 
Street, SW., Washington, DC 20472, 
(202) 646–3151, or (e-mail) 
bill.blanton@dhs.gov. 
FOR FURTHER INFORMATION CONTACT: 
William R. Blanton, Jr., Chief, 
Engineering Management Branch, 
Mitigation Directorate, Federal 
Emergency Management Agency, 500 C 
Street, SW., Washington, DC 20472, 
(202) 646–3151 or (e-mail) 
bill.blanton@dhs.gov. 
SUPPLEMENTARY INFORMATION: The 
Federal Emergency Management Agency 
(FEMA) proposes to make 
determinations of BFEs and modified 
BFEs for each community listed below, 
in accordance with section 110 of the 
Flood Disaster Protection Act of 1973, 
42 U.S.C. 4104, and 44 CFR 67.4(a). 

These proposed BFEs and modified 
BFEs, together with the floodplain 
management criteria required by 44 CFR 
60.3, are the minimum that are required. 
They should not be construed to mean 
that the community must change any 
existing ordinances that are more 
stringent in their floodplain 
management requirements. The 
community may at any time enact 
stricter requirements of its own, or 
pursuant to policies established by other 
Federal, State, or regional entities. 
These proposed elevations are used to 
meet the floodplain management 
requirements of the NFIP and are also 
used to calculate the appropriate flood 
insurance premium rates for new 
buildings built after these elevations are 
made final, and for the contents in these 
buildings. 

Comments on any aspect of the Flood 
Insurance Study and FIRM, other than 
the proposed BFEs, will be considered. 
A letter acknowledging receipt of any 
comments will not be sent. 

Administrative Procedure Act 
Statement. This matter is not a 
rulemaking governed by the 
Administrative Procedure Act (APA), 5 

U.S.C. 553. FEMA publishes flood 
elevation determinations for notice and 
comment; however, they are governed 
by the Flood Disaster Protection Act of 
1973, 42 U.S.C. 4105, and the National 
Flood Insurance Act of 1968, 42 U.S.C. 
4001 et seq., and do not fall under the 
APA. 

National Environmental Policy Act. 
This proposed rule is categorically 
excluded from the requirements of 44 
CFR part 10, Environmental 
Consideration. An environmental 
impact assessment has not been 
prepared. 

Regulatory Flexibility Act. As flood 
elevation determinations are not within 
the scope of the Regulatory Flexibility 
Act, 5 U.S.C. 601–612, a regulatory 
flexibility analysis is not required. 

Executive Order 12866, Regulatory 
Planning and Review. This proposed 
rule is not a significant regulatory action 
under the criteria of section 3(f) of 
Executive Order 12866, as amended. 

Executive Order 13132, Federalism. 
This proposed rule involves no policies 
that have federalism implications under 
Executive Order 13132. 

Executive Order 12988, Civil Justice 
Reform. This proposed rule meets the 
applicable standards of Executive Order 
12988. 

List of Subjects in 44 CFR Part 67 

Administrative practice and 
procedure, Flood insurance, Reporting 
and recordkeeping requirements. 

Accordingly, 44 CFR part 67 is 
proposed to be amended as follows: 

PART 67—[AMENDED] 

1. The authority citation for part 67 
continues to read as follows: 

Authority: 42 U.S.C. 4001 et seq.; 
Reorganization Plan No. 3 of 1978, 3 CFR, 
1978 Comp., p. 329; E.O. 12127, 44 FR 19367, 
3 CFR, 1979 Comp., p. 376. 

§ 67.4 [Amended] 

2. The tables published under the 
authority of § 67.4 are proposed to be 
amended as follows: 

Flooding source(s) Location of referenced elevation** 

* Elevation in feet(NGVD) 
+ Elevation in feet(NAVD) 

# Depth in feet above 
ground Communities affected 

Effective Modified 

St. Joseph County, Indiana, and Incorporated Areas 

Baugo Creek ......................... Approximately 300 feet upstream of confluence with 
St. Joseph River/Baugo Bay.

+718 +719 Town of Osceola, Unincor-
porated Areas of St. Jo-
seph County. 

Approximately 100 feet upstream of county boundary 
with Elkhart County.

None +726 
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Flooding source(s) Location of referenced elevation** 

* Elevation in feet(NGVD) 
+ Elevation in feet(NAVD) 

# Depth in feet above 
ground Communities affected 

Effective Modified 

Judy Creek ............................ Approximately 1,950 feet upstream of Kenilwood 
Road.

+712 +711 Town of Roseland. 

Approximately 1,825 feet downstream of Indiana 
East-West Toll Road.

+713 +712 

Kieffer Creek ......................... Approximately 550 feet upstream of confluence with 
St. Joseph River.

None +690 City of South Bend, Unin-
corporated Areas of St. 
Joseph County. 

Approximately 1,850 feet upstream of Hollyhock Road +721 +722 
Potato Creek ......................... Approximately 280 feet downstream of Cemetery 

Road.
None +709 Town of North Liberty. 

Approximately 980 feet upstream of Cemetery Road .. None +712 

* National Geodetic Vertical Datum. 
+ North American Vertical Datum. 
# Depth in feet above ground. 
** BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-

erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for 
exact locations of all BFEs to be changed. 

Send comments to William R. Blanton, Jr., Chief, Engineering Management Branch, Mitigation Directorate, Federal Emergency Management 
Agency, 500 C Street, SW., Washington, DC 20472. 

ADDRESSES 
City of South Bend 
Maps are available for inspection at 227 West Jefferson Blvd, Suite 400 S, South Bend, IN 46601. 
Town of North Liberty 
Maps are available for inspection at 300 South Main Street, North Liberty, IN 46554. 
Town of Osceola 
Maps are available for inspection at 850 Lincoln Way West, Osceola, IN 46561. 
Town of Roseland 
Maps are available for inspection at 200 Independence Drive, Roseland, IN 46637. 

Unincorporated Areas of St. Joseph County 
Maps are available for inspection at 227 W. Jefferson Blvd, Room 732, South Bend, IN 46601. 

Cameron Parish County, Louisiana, and Incorporated Areas 

Calcasieu Lake ..................... Base Flood Elevation Changes ranging from 8 to 16 
feet in the form of Coastal AE/VE Zones have been 
made.

+6–13 +8–16 Unincorporated Areas of 
Cameron Parish. 

Grand Lake/Mermentau Lake Base Flood Elevation Changes ranging from 8 to 11 
feet in the form of Coastal AE/VE Zones have been 
made.

+6–12 +8–11 Unincorporated Areas of 
Cameron Parish. 

Gulf of Mexico ....................... Base Flood Elevation Changes ranging from 6 to 22 
feet in the form of Coastal AE/VE Zones have been 
made..

+4–21 +6–22 Unincorporated Areas of 
Cameron Parish. 

Sabine Lake .......................... Base Flood Elevation Changes ranging from 10 to 14 
feet in the form of Coastal VE Zones have been 
made.

+8–13 +10–14 Unincorporated Areas of 
Cameron Parish. 

White Lake ............................ Base Flood Elevation Changes ranging from 8 to 12 
feet in the form of Coastal VE Zones have been 
made for transects extended from White Lake into 
Cameron Parish from Vermillion Parish.

+10–13 +8–12 Unincorporated Areas of 
Cameron Parish. 

* National Geodetic Vertical Datum. 
+ North American Vertical Datum. 
# Depth in feet above ground. 
** BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-

erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for 
exact locations of all BFEs to be changed. 

Send comments to William R. Blanton, Jr., Chief, Engineering Management Branch, Mitigation Directorate, Federal Emergency Management 
Agency, 500 C Street, SW., Washington, DC 20472. 

ADDRESSES 
Unincorporated Areas of Cameron Parish 

Maps are available for inspection at 119 Smith Circle, Cameron, LA 70631. 

Custer County, Montana, and Incorporated Areas 

Tongue River ........................ Approximately 1,605 Feet upstream of confluence 
with Yellowstone River.

+2360 +2359 Unincorporated Areas of 
Custer County, City of 
Miles City. 

Approximately 5,315 Feet upstream of Interstate 94 ... None +2375 
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Flooding source(s) Location of referenced elevation** 

* Elevation in feet(NGVD) 
+ Elevation in feet(NAVD) 

# Depth in feet above 
ground Communities affected 

Effective Modified 

Tongue River Split 1 ............. Approximately 1,450 Feet upstream of confluence 
with Yellowstone River.

None +2353 Unincorporated Areas of 
Custer County, City of 
Miles City. 

Approximately 2,430 Feet upstream of 4th Street ....... None +2358 
Tongue River Split 2A ........... Approximately 2,135 Feet upstream of confluence 

with Yellowstone River.
None +2348 Unincorporated Areas of 

Custer County, City of 
Miles City. 

Approximately 185 Feet upstream of Montana Avenue None +2358 
Tongue River Split 2B ........... Just downstream of the intersection of Palmer Street 

and 9th Street.
None +2359 City of Miles City. 

Approximately 705 Feet upstream of Pleasant St ....... None +2360 
Tongue River Split 2C .......... Approximately 380 Feet upstream of Palmer Street .... None +2359 City of Miles City. 

Approximately 1,145 Feet upstream of Pacific Avenue None +2363 
Tongue River Split 3A ........... Approximately 300 Feet upstream of confluence with 

Tongue River Split 2A.
None +2346 Unincorporated Areas of 

Custer County, City of 
Miles City. 

Approximately 290 Feet upstream of Leighton Street None +2358 
Tongue River Split 3B ........... Just downstream of Pleasant Street ............................ None +2360 Unincorporated Areas of 

Custer County, City of 
Miles City. 

Approximately 75 Feet upstream of 4th Avenue ......... None +2365 
Tongue River Split 3C .......... Approximately 130 Feet downstream of Palmer Street None +2358 Unincorporated Areas of 

Custer County, City of 
Miles City. 

Approximately 1,465 Feet upstream of Balsam Drive None +2368 
Yellowstone River ................. Approximately 22,675 Feet downstream of State 

Highway 59.
None +2336 Unincorporated Areas of 

Custer County, City of 
Miles City. 

Approximately 11,500 Feet upstream of State High-
way 59.

None +2363 

* National Geodetic Vertical Datum. 
+ North American Vertical Datum. 
# Depth in feet above ground. 
** BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-

erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for 
exact locations of all BFEs to be changed. 

Send comments to William R. Blanton, Jr., Chief, Engineering Management Branch, Mitigation Directorate, Federal Emergency Management 
Agency, 500 C Street, SW., Washington, DC 20472. 

ADDRESSES 
City of Miles City 
Maps are available for inspection at 17 South 8th Street, Miles City, MT 59301. 

Unincorporated Areas of Custer County 
Maps are available for inspection at 1010 Main Street, Miles City, MT 59301. 

Coshocton County, Ohio, and Incorporated Areas 

Muskingum River .................. 170 feet upstream of railroad crossing over 
Muskingum River east of Conesville.

None +737 Village of Conesville. 

260 feet upstream of railroad crossing over 
Muskingum River east of Conesville.

None +737 

* National Geodetic Vertical Datum. 
+ North American Vertical Datum. 
# Depth in feet above ground. 
** BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-

erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for 
exact locations of all BFEs to be changed. 

Send comments to William R. Blanton, Jr., Chief, Engineering Management Branch, Mitigation Directorate, Federal Emergency Management 
Agency, 500 C Street, SW., Washington, DC 20472. 

ADDRESSES 
Village of Conesville 
Maps are available for inspection at Coshocton County Engineer Office, 23194 County Road 621, Coshocton, OH 43812. 
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(Catalog of Federal Domestic Assistance No. 
97.022, ‘‘Flood Insurance.’’) 

Dated: November 13, 2008. 
Michael K. Buckley, 
Acting Assistant Administrator, Mitigation 
Directorate, Department of Homeland 
Security, Federal Emergency Management 
Agency. 
[FR Doc. E8–27478 Filed 11–18–08; 8:45 am] 
BILLING CODE 9110–12–P 
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DEPARTMENT OF AGRICULTURE 

Agricultural Research Service 

Notice of Intent To Grant Exclusive 
License 

AGENCY: Agricultural Research Service, 
USDA. 
ACTION: Notice of intent. 

SUMMARY: Notice is hereby given that 
the U.S. Department of Agriculture, 
Agricultural Research Service, intends 
to grant to Allied Seed L.L.C. of Nampa, 
Idaho, an exclusive license to the 
variety of birdsfoot trefoil described in 
Plant Variety Protection Certificate 
Number 200700300, ‘‘Witt’’, filed on 
May 7, 2007. 
DATES: Comments must be received 
within thirty (30) days of the date of 
publication of this Notice in the Federal 
Register. 
ADDRESSES: Send comments to: USDA, 
ARS, Office of Technology Transfer, 
5601 Sunnyside Avenue, Rm. 4–1174, 
Beltsville, Maryland 20705–5131. 
FOR FURTHER INFORMATION CONTACT: June 
Blalock of the Office of Technology 
Transfer at the Beltsville address given 
above; telephone: 301–504–5989. 
SUPPLEMENTARY INFORMATION: The 
Federal Government’s rights in this 
plant variety are assigned to the United 
States of America, as represented by the 
Secretary of Agriculture. It is in the 
public interest to so license this variety 
as Allied Seed L.L.C. of Nampa, Idaho 
has submitted a complete and sufficient 
application for a license. The 
prospective exclusive license will be 
royalty-bearing and will comply with 
the terms and conditions of 35 U.S.C. 
209 and 37 CFR 404.7. The prospective 
exclusive license may be granted unless, 
within thirty (30) days from the date of 
this published Notice, the Agricultural 
Research Service receives written 
evidence and argument which 
establishes that the grant of the license 
would not be consistent with the 

requirements of 35 U.S.C. 209 and 37 
CFR 404.7. 

Richard J. Brenner, 
Assistant Administrator. 
[FR Doc. E8–27390 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–03–P 

DEPARTMENT OF AGRICULTURE 

Agricultural Research Service 

Notice of Intent to Grant Exclusive 
License 

AGENCY: Agricultural Research Service, 
USDA. 

ACTION: Notice of intent. 

SUMMARY: Notice is hereby given that 
the U.S. Department of Agriculture, 
Agricultural Research Service, intends 
to grant to Krimar of Lower Sackville, 
Nova Scotia, Canada an exclusive 
license to U.S. Patent No. 6,232,880, 
‘‘Animal Control System Using Global 
Positioning and Instrumental Animal 
Conditioning,’’ issued on May 15, 2001. 

DATES: Comments must be received 
within thirty (30) days of the date of 
publication of this Notice in the Federal 
Register. 

ADDRESSES: Send comments to: USDA, 
ARS, Office of Technology Transfer, 
5601 Sunnyside Avenue, Rm. 4–1174, 
Beltsville, Maryland 20705–5131. 

FOR FURTHER INFORMATION CONTACT: June 
Blalock of the Office of Technology 
Transfer at the Beltsville address given 
above; telephone: 301–504–5989. 

SUPPLEMENTARY INFORMATION: The 
Federal Government’s patent rights in 
this invention are assigned to the United 
States of America, as represented by the 
Secretary of Agriculture. It is in the 
public interest to so license this 
invention as Krimar of Lower Sackville, 
Nova Scotia, Canada has submitted a 
complete and sufficient application for 
a license. The prospective exclusive 
license will be royalty-bearing and will 
comply with the terms and conditions 
of 35 U.S.C. 209 and 37 CFR 404.7. The 
prospective exclusive license may be 
granted unless, within thirty (30) days 
from the date of this published Notice, 
the Agricultural Research Service 
receives written evidence and argument 
which establishes that the grant of the 
license would not be consistent with the 

requirements of 35 U.S.C. 209 and 37 
CFR 404.7. 

Richard J. Brenner, 
Assistant Administrator. 
[FR Doc. E8–27387 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–03–P 

DEPARTMENT OF AGRICULTURE 

Agricultural Research Service 

Notice of Intent to Grant Exclusive 
License 

AGENCY: Agricultural Research Service, 
USDA. 
ACTION: Notice of intent. 

SUMMARY: Notice is hereby given that 
the U.S. Department of Agriculture, 
Agricultural Research Service, intends 
to grant to PEROS USA INC of Lincoln, 
Nebraska, an exclusive license to U.S. 
Patent No. 6,379,677, ‘‘Streptococcus 
Iniae Vaccine,’’ issued on April 30, 
2002, U.S. Patent No. 7,067,122, 
‘‘Modified Live Edwardsiella Tarda 
Vaccine for Aquatic Animals,’’ issued 
on June 27, 2006, and U.S. Patent No. 
7,204,993, ‘‘Streptococcus Agalactiae 
Vaccine,’’ issued on April 17, 2007. 
DATES: Comments must be received 
within thirty (30) days of the date of 
publication of this Notice in the Federal 
Register. 
ADDRESS: Send comments to: USDA, 
ARS, Office of Technology Transfer, 
5601 Sunnyside Avenue, Rm. 4–1174, 
Beltsville, Maryland 20705–5131. 
FOR FURTHER INFORMATION CONTACT: June 
Blalock of the Office of Technology 
Transfer at the Beltsville address given 
above; telephone: 301–504–5989. 
SUPPLEMENTARY INFORMATION: The 
Federal Government’s patent rights in 
these inventions are assigned to the 
United States of America, as represented 
by the Secretary of Agriculture. It is in 
the public interest to so license these 
inventions as PEROS USA INC of 
Lincoln, Nebraska, has submitted a 
complete and sufficient application for 
a license. The prospective exclusive 
license will be royalty-bearing and will 
comply with the terms and conditions 
of 35 U.S.C. 209 and 37 CFR 404.7. The 
prospective exclusive license may be 
granted unless, within thirty (30) days 
from the date of this published Notice, 
the Agricultural Research Service 
receives written evidence and argument 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00001 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69600 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

which establishes that the grant of the 
license would not be consistent with the 
requirements of 35 U.S.C. 209 and 37 
CFR 404.7. 

Richard J. Brenner, 
Assistant Administrator. 
[FR Doc. E8–27389 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–03–P 

DEPARTMENT OF AGRICULTURE 

Animal and Plant Health Inspection 
Service 

[Docket No. APHIS–2008–0127] 

Notice of Request for Extension of 
Approval of an Information Collection; 
Requirements for Recognizing the 
Animal Health Status of Foreign 
Regions 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 
ACTION: Extension of approval of an 
information collection; comment 
request. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, this 
notice announces the Animal and Plant 
Health Inspection Service’s intention to 
request an extension of approval of an 
information collection associated with 
regulations for recognizing the animal 
health status of foreign regions. 
DATES: We will consider all comments 
that we receive on or before January 20, 
2009. 
ADDRESSES: You may submit comments 
by either of the following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov/fdmspublic/ 
component/ 
main?main=DocketDetail&d=APHIS- 
2008-0127 to submit or view comments 
and to view supporting and related 
materials available electronically. 

• Postal Mail/Commercial Delivery: 
Please send two copies of your comment 
to Docket No. APHIS–2008–0127, 
Regulatory Analysis and Development, 
PPD, APHIS, Station 3A–03.8, 4700 
River Road Unit 118, Riverdale, MD 
20737–1238. Please state that your 
comment refers to Docket No. APHIS– 
2008–0127. 

Reading Room: You may read any 
comments that we receive on this 
docket in our reading room. The reading 
room is located in room 1141 of the 
USDA South Building, 14th Street and 
Independence Avenue, SW., 
Washington, DC. Normal reading room 
hours are 8 a.m. to 4:30 p.m., Monday 
through Friday, except holidays. To be 
sure someone is there to help you, 

please call (202) 690–2817 before 
coming. 

Other Information: Additional 
information about APHIS and its 
programs is available on the Internet at 
http://www.aphis.usda.gov. 
FOR FURTHER INFORMATION CONTACT: For 
information on regulations for 
recognizing the animal health status of 
foreign regions, contact Dr. Kelly 
Rhodes, Case Manager, National Center 
for Import and Export, VS, APHIS, 4700 
River Road Unit 38, Riverdale, MD 
20737; (301) 734–7602. For copies of 
more detailed information on the 
information collection, contact Mrs. 
Celeste Sickles, APHIS’ Information 
Collection Coordinator, at (301) 851– 
2908. 

SUPPLEMENTARY INFORMATION: 
Title: Requirements for Recognizing 

the Animal Health Status of Foreign 
Regions. 

OMB Number: 0579–0219. 
Type of Request: Extension of 

approval of an information collection. 
Abstract: Under the Animal Health 

Protection Act (7 U.S.C. 8301 et seq.), 
the Animal and Plant Health Inspection 
Service (APHIS) of the United States 
Department of Agriculture is authorized, 
among other things, to prohibit or 
restrict the importation and interstate 
movement of animals and animal 
products to prevent the introduction 
into and dissemination within the 
United States of animal diseases and 
pests. Regulations governing the 
importation of animals and animal 
products into the United States are 
contained in 9 CFR parts 92 through 98. 

The regulations in 9 CFR part 92, 
‘‘Importation of Animals and Animal 
Products: Procedures for Requesting 
Recognition of Regions,’’ set out the 
process by which a foreign government 
may request recognition of the animal 
health status of a region or approval to 
export animals or animal products to 
the United States based on the risk 
associated with animals or animal 
products from that region. Each request 
must include information about the 
region, including information on the 
veterinary services organization of the 
region; the extent to which movement of 
animals and animal products is 
controlled from regions of higher risk 
and the level of biosecurity for such 
movements; livestock demographics and 
marketing practices in the region; 
diagnostic laboratory capabilities in the 
region; and the region’s policies and 
infrastructure for animal disease 
control. Additionally, we require 
regions that have been granted status 
under the regulations to provide 
information, or allow us to access 

information, to confirm the regions’ 
animal health status when we request it. 
The types of information collected will 
vary based on the information required 
to adequately assess a region’s animal 
health status. 

We are asking the Office of 
Management and Budget (OMB) to 
approve our use of these information 
collection activities for an additional 3 
years. 

The purpose of this notice is to solicit 
comments from the public (as well as 
affected agencies) concerning this 
information collection. These comments 
will help us: 

(1) Evaluate whether the collection of 
information is necessary for the proper 
performance of the functions of the 
Agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of our 
estimate of the burden of the 
information collection, including the 
validity of the methodology and 
assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
information collection on those who are 
to respond, through use, as appropriate, 
of automated, electronic, mechanical, 
and other collection technologies, e.g., 
permitting electronic submission of 
responses. 

Estimate of Burden: The public 
reporting burden for this collection of 
information is estimated to average 40 
hours per response. 

Respondents: Veterinary authorities 
in foreign regions that have been 
granted a particular animal health status 
for a specified animal disease. 

Estimated Annual Number of 
Respondents: 3. 

Estimated Annual Number of 
Responses per Respondent: 1 

Estimated Annual Number of 
Responses: 3. 

Estimated Total Annual Burden on 
Respondents: 120 hours. (Due to 
averaging, the total annual burden hours 
may not equal the product of the annual 
number of responses multiplied by the 
reporting burden per response.) 

All responses to this notice will be 
summarized and included in the request 
for OMB approval. All comments will 
also become a matter of public record. 

Done in Washington, DC, this 13th day of 
November 2008. 
Kevin Shea, 
Acting Administrator, Animal and Plant 
Health Inspection Service. 
[FR Doc. E8–27481 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–34–P 
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DEPARTMENT OF AGRICULTURE 

Animal and Plant Health Inspection 
Service 

[Docket No. APHIS–2008–0123] 

Notice of Request for Extension of 
Approval of an Information Collection; 
Importation of Baby Corn and Baby 
Carrots From Zambia 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 
ACTION: Extension of approval of an 
information collection; comment 
request. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, this 
notice announces the Animal and Plant 
Health Inspection Service’s intention to 
request an extension of approval of an 
information collection associated with 
regulations for the importation of baby 
corn and baby carrots from Zambia. 
DATES: We will consider all comments 
that we receive on or before January 20, 
2009. 
ADDRESSES: You may submit comments 
by either of the following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov/fdmspublic/ 
component/ 
main?main=DocketDetail&d=APHIS– 
2008–0123 to submit or view comments 
and to view supporting and related 
materials available electronically. 

• Postal Mail/Commercial Delivery: 
Please send two copies of your comment 
to Docket No. APHIS–2008–0123, 
Regulatory Analysis and Development, 
PPD, APHIS, Station 3A–03.8, 4700 
River Road Unit 118, Riverdale, MD 
20737–1238. Please state that your 
comment refers to Docket No. APHIS– 
2008–0123. 

Reading Room: You may read any 
comments that we receive on this 
docket in our reading room. The reading 
room is located in room 1141 of the 
USDA South Building, 14th Street and 
Independence Avenue, SW., 
Washington, DC. Normal reading room 
hours are 8 a.m. to 4:30 p.m., Monday 
through Friday, except holidays. To be 
sure someone is there to help you, 
please call (202) 690–2817 before 
coming. 

Other Information: Additional 
information about APHIS and its 
programs is available on the Internet at 
http://www.aphis.usda.gov. 
FOR FURTHER INFORMATION CONTACT: For 
information on regulations for the 
importation of baby corn and baby 
carrots from Zambia, contact Ms. 
Shirley A. Wager-Page, Branch Chief, 
Commodity Import Analysis and 

Operations, PPQ, APHIS, 4700 River 
Road, Unit 133, Riverdale, MD 20737; 
(301) 734–8453. For copies of more 
detailed information on the information 
collection, contact Mrs. Celeste Sickles, 
APHIS’ Information Collection 
Coordinator, at (301) 851–2908. 
SUPPLEMENTARY INFORMATION: 

Title: Importation of Baby Corn and 
Baby Carrots From Zambia. 

OMB Number: 0579–0284. 
Type of Request: Extension of 

approval of an information collection. 
Abstract: The Plant Protection Act 

(PPA, 7 U.S.C. 7701 et seq.) authorizes 
the Secretary of Agriculture to restrict 
the importation, entry, or interstate 
movement of plants, plant products, and 
other articles to prevent the 
introduction of plant pests into the 
United States or their dissemination 
within the United States. Regulations 
authorized by the PPA concerning the 
importation of fruits and vegetables into 
the United States from certain parts of 
the world are contained in ‘‘Subpart- 
Fruits and Vegetables’’ (7 CFR 319.56– 
1 through 319.56–47). 

Under these regulations, baby corn 
and baby carrots from Zambia are 
subject to certain conditions before 
entering the United States to prevent the 
introduction of plant pests into the 
United States. The regulations require 
the use of a phytosanitary certificate 
with an additional declaration stating 
the baby corn and baby carrots have 
been found free of certain pests. 

We are asking the Office of 
Management and Budget (OMB) to 
approve our use of these information 
collection activities for an additional 3 
years. 

The purpose of this notice is to solicit 
comments from the public (as well as 
affected agencies) concerning our 
information collection. These comments 
will help us: 

(1) Evaluate whether the collection of 
information is necessary for the proper 
performance of the functions of the 
Agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of our 
estimate of the burden of the collection 
of information, including the validity of 
the methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, through use, as 
appropriate, of automated, electronic, 
mechanical, and other collection 
technologies; e.g., permitting electronic 
submission of responses. 

Estimate of burden: The public 
reporting burden for this collection of 

information is estimated to average 
0.4220779 hours per response. 

Respondents: Importers and Zambian 
national plant protection organization 
officials and producers. 

Estimated Annual Number of 
Respondents: 7. 

Estimated Annual Number of 
Responses per Respondent: 22. 

Estimated Annual Number of 
Responses: 154. 

Estimated Total Annual Burden on 
Respondents: 65 hours. (Due to 
averaging, the total annual burden hours 
may not equal the product of the annual 
number of responses multiplied by the 
reporting burden per response.) 

All responses to this notice will be 
summarized and included in the request 
for OMB approval. All comments will 
also become a matter of public record. 

Done in Washington, DC, this 13th day of 
November 2008. 
Kevin Shea, 
Acting Administrator, Animal and Plant 
Health Inspection Service. 
[FR Doc. E8–27482 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–34–P 

DEPARTMENT OF AGRICULTURE 

Animal and Plant Health Inspection 
Service 

[Docket No. APHIS–2008–0122] 

Notice of Request for Extension of 
Approval of an Information Collection; 
Requirements for Requests To Amend 
Import Regulations 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 
ACTION: Extension of approval of an 
information collection; comment 
request. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, this 
notice announces the Animal and Plant 
Health Inspection Service’s intention to 
request an extension of approval of an 
information collection associated with 
regulations for requests to import 
commodities not already authorized by 
7 CFR part 319. 
DATES: We will consider all comments 
that we receive on or before January 20, 
2009. 
ADDRESSES: You may submit comments 
by either of the following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov/fdmspublic/ 
component/ 
main?main=DocketDetail&d=APHIS- 
2008-0122 to submit or view comments 
and to view supporting and related 
materials available electronically. 
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• Postal Mail/Commercial Delivery: 
Please send two copies of your comment 
to Docket No. APHIS–2008–0122, 
Regulatory Analysis and Development, 
PPD, APHIS, Station 3A–03.8, 4700 
River Road, Unit 118, Riverdale, MD 
20737–1238. Please state that your 
comment refers to Docket No. APHIS– 
2008–0122. 

Reading Room: You may read any 
comments that we receive on this 
docket in our reading room. The reading 
room is located in room 1141 of the 
USDA South Building, 14th Street and 
Independence Avenue, SW., 
Washington, DC. Normal reading room 
hours are 8 a.m. to 4:30 p.m., Monday 
through Friday, except holidays. To be 
sure someone is there to help you, 
please call (202) 690–2817 before 
coming. 

Other Information: Additional 
information about APHIS and its 
programs is available on the Internet at 
http://www.aphis.usda.gov. 
FOR FURTHER INFORMATION CONTACT: For 
information on regulations for requests 
to amend import regulations, contact 
Ms. Shirley A. Wager-Page, Branch 
Chief, Commodity Import Analysis and 
Operations, PPQ, APHIS, 4700 River 
Road, Unit 133, Riverdale, MD 20737; 
(301) 734–8453. For copies of more 
detailed information on the information 
collection, contact Mrs. Celeste Sickles, 
APHIS’ Information Collection 
Coordinator, at (301) 851–2908. 
SUPPLEMENTARY INFORMATION: 

Title: Requirements for Requests To 
Amend Import Regulations. 

OMB Number: 0579–0261. 
Type of Request: Extension of 

approval of an information collection. 
Abstract: As authorized by the Plant 

Protection Act (7 U.S.C. 7701 et seq.), 
the Secretary of Agriculture may 
prohibit or restrict the importation, 
entry, exportation, or movement in 
interstate commerce of any plant, plant 
product, biological control organism, 
noxious weed, means of conveyance, or 
other article if the Secretary determines 
that the prohibition or restriction is 
necessary to prevent a plant pest or 
noxious weed from being introduced 
into or disseminated within the United 
States. This authority has been 
delegated to the Animal and Plant 
Health Inspection Service (APHIS). 
Regulations governing the importation 
of plants, fruits, vegetables, roots, bulbs, 
seeds, unmanufactured wood articles, 
and other plant products are contained 
in 7 CFR part 319, ‘‘Foreign Quarantine 
Notices.’’ 

Persons who wish to import plants, 
plant parts, or plant products that are 
not already authorized under 7 CFR part 

319 must file a request with APHIS in 
order for APHIS to consider whether the 
new commodity may be safely imported 
into the United States. The requestor 
must also provide information required 
by 7 CFR 319.5, including, but not 
limited to, information about the 
requestor, the commodity to be 
imported, the volume or quantity 
expected to be shipped, pests and 
diseases associated with the commodity, 
risk mitigation or management 
strategies, and additional information as 
may be requested by APHIS in order to 
complete a pest risk analysis in 
accordance with international 
standards. 

We are asking the Office of 
Management and Budget (OMB) to 
approve our use of these information 
collection activities for an additional 3 
years. 

The purpose of this notice is to solicit 
comments from the public (as well as 
affected agencies) concerning our 
information collection. These comments 
will help us: 

(1) Evaluate whether the collection of 
information is necessary for the proper 
performance of the functions of the 
Agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of our 
estimate of the burden of the collection 
of information, including the validity of 
the methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, through use, as 
appropriate, of automated, electronic, 
mechanical, and other collection 
technologies; e.g., permitting electronic 
submission of responses. 

Estimate of burden: The public 
reporting burden for this collection of 
information is estimated to average 40 
hours per response. 

Respondents: Importers and foreign 
plant protection organizations and 
producers. 

Estimated Annual Number of 
Respondents: 35. 

Estimated Annual Number of 
Responses per Respondent: 3. 

Estimated Annual Number of 
Responses: 105. 

Estimated Total Annual Burden on 
Respondents: 4,200 hours. (Due to 
averaging, the total annual burden hours 
may not equal the product of the annual 
number of responses multiplied by the 
reporting burden per response.) 

All responses to this notice will be 
summarized and included in the request 
for OMB approval. All comments will 
also become a matter of public record. 

Done in Washington, DC, this 13th day of 
November 2008. 
Kevin Shea, 
Acting Administrator, Animal and Plant 
Health Inspection Service. 
[FR Doc. E8–27483 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–34–P 

DEPARTMENT OF AGRICULTURE 

Animal and Plant Health Inspection 
Service 

[Docket No. APHIS–2007–0016] 

Syngenta Seeds, Inc.; Availability of 
Petition and Environmental 
Assessment for Determination of 
Nonregulated Status for Corn 
Genetically Engineered To Produce an 
Enzyme That Facilitates Ethanol 
Production 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 
ACTION: Notice. 

SUMMARY: We are advising the public 
that the Animal and Plant Health 
Inspection Service has received a 
petition from Syngenta Seeds, Inc., 
seeking a determination of nonregulated 
status for corn designated as 
transformation event 3272, which has 
been genetically engineered to produce 
a microbial enzyme that facilitates 
ethanol production. The petition has 
been submitted in accordance with our 
regulations concerning the introduction 
of certain genetically engineered 
organisms and products. In accordance 
with those regulations, we are soliciting 
comments on whether this genetically 
engineered corn is likely to pose a plant 
pest risk. We are also making available 
for public comment an environmental 
assessment for the proposed 
determination of nonregulated status. 
DATES: We will consider all comments 
we receive on or before January 20, 
2009. 
ADDRESSES: You may submit comments 
by either of the following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov/fdmspublic/ 
component/ 
main?main=DocketDetail&d=APHIS- 
2007-0016 to submit or view comments 
and to view supporting and related 
materials available electronically. 

• Postal Mail/Commercial Delivery: 
Please send two copies of your comment 
to Docket No. APHIS–2007–0016, 
Regulatory Analysis and Development, 
PPD, APHIS, Station 3A–03.8, 4700 
River Road, Unit 118, Riverdale, MD 
20737–1238. Please state that your 
comment refers to Docket No. APHIS– 
2007–0016. 
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Reading Room: You may read any 
comments that we receive on this 
docket in our reading room. The reading 
room is located in room 1141 of the 
USDA South Building, 14th Street and 
Independence Avenue, SW., 
Washington, DC. Normal reading room 
hours are 8 a.m. to 4:30 p.m., Monday 
through Friday, except holidays. To be 
sure someone is there to help you, 
please call (202) 690–2817 before 
coming. 

Other Information: Additional 
information about APHIS and its 
programs is available on the Internet at 
http://www.aphis.usda.gov. 
FOR FURTHER INFORMATION CONTACT: Dr. 
Andrea Huberty, Biotechnology 
Regulatory Services, APHIS, 4700 River 
Road, Unit 146, Riverdale, MD 20737– 
1236; (301) 734–0485, e-mail: 
andrea.f.huberty@aphis.usda.gov. To 
obtain copies of the petition or the draft 
environmental assessment, contact Ms. 
Cindy Eck at (301) 734–0667, e-mail: 
cynthia.a.eck@aphis.usda.gov. The 
petition and the draft environmental 
assessment are also available on the 
Internet at http://www.aphis.usda.gov/ 
brs/aphisdocs/05_28001p.pdf and 
http://www.aphis.usda.gov/brs/ 
aphisdocs/05_28001p_ea.pdf. 
SUPPLEMENTARY INFORMATION: 

Background 

The regulations in 7 CFR part 340, 
‘‘Introduction of Organisms and 
Products Altered or Produced Through 
Genetic Engineering Which Are Plant 
Pests or Which There Is Reason to 
Believe Are Plant Pests,’’ regulate, 
among other things, the introduction 
(importation, interstate movement, or 
release into the environment) of 
organisms and products altered or 
produced through genetic engineering 
that are plant pests or that there is 
reason to believe are plant pests. Such 
genetically engineered organisms and 
products are considered ‘‘regulated 
articles.’’ 

The regulations in § 340.6(a) provide 
that any person may submit a petition 
to the Animal and Plant Health 
Inspection Service (APHIS) seeking a 
determination that an article should not 
be regulated under 7 CFR part 340. 
Paragraphs (b) and (c) of § 340.6 
describe the form that a petition for a 
determination of nonregulated status 
must take and the information that must 
be included in the petition. 

On October 7, 2005, APHIS received 
a petition seeking a determination of 
nonregulated status (APHIS Petition No. 
05–280–01p) from Syngenta Seeds, Inc., 
of Research Triangle Park, NC 
(Syngenta), for corn (Zea mays L.) 

designated as transformation event 
3272, which has been genetically 
engineered to produce a microbial 
enzyme that facilitates ethanol 
production. The petition stated that 
Event 3272 corn is unlikely to pose a 
plant pest risk and, therefore, should 
not be a regulated article under APHIS’ 
regulations in 7 CFR part 340. 

As described in the petition, Event 
3272 corn has been genetically 
engineered to contain two transgenes: 
(1) The amy797E gene encoding the 
thermostable AMY797E alpha-amylase 
enzyme and (2) the pmi (manA) gene 
from Escherichia coli, which encodes 
the enzyme phosphomannose 
isomerase, used as a selectable marker. 
The AMY797E alpha-amylase enzyme is 
a chimeric, thermostable enzyme 
derived from three alpha-amylase genes 
originating from three 
hyperthermophilic microorganisms of 
the archael order Thermococcales. The 
expression of amy797E is driven by the 
promoter from a corn seed storage 
(gamma-zein) gene, which directs the 
accumulation of alpha-amylase in the 
corn kernel. The pmi gene is from one 
of the main species of bacteria living in 
mammal intestines, E. coli, and is 
driven by the polyubiquitin promoter 
from corn. 

This genetic insert also contains the 
terminator sequences from two plant 
pests, cauliflower mosaic virus and 
Agrobacterium tumefaciens. Both of 
these sequences are well-characterized, 
and are noncoding regulatory regions 
only. These sequences will not cause 
Event 3272 corn to promote plant 
disease. 

DNA was introduced into corn cells 
from a proprietary corn line using 
disarmed (non-plant pest causing) 
Agrobacterium tumefaciens-mediated 
transformation methodology with the 
transformation vector designated 
pNOV7013. Plant cells containing the 
introduced DNA were selected by 
culturing in the presence of mannose. 
After the initial transformation, broad- 
spectrum antibiotic cefotaxime was 
included in the culture medium to kill 
any remaining Agrobacterium. 
Therefore, no part of the plant pest A. 
tumefaciens is remaining in Event 3272 
corn due to the transformation method. 

Event 3272 corn has been considered 
a regulated article under the regulations 
in 7 CFR part 340 because it contains 
gene sequences from plant pathogens. 
Event 3272 corn has been field-tested in 
the United States since 2002, as 
authorized by APHIS notifications and 
permits. In the process of reviewing the 
permits for field trials of the subject 
corn, APHIS determined that the vectors 
and other elements used to introduce 

the new genes were disarmed and that 
the trials, which were conducted under 
conditions of reproductive and physical 
confinement or isolation, would not 
present a risk of plant pest introduction 
or dissemination. 

Field tests conducted under APHIS 
regulatory oversight allowed for 
evaluation in a natural agricultural 
setting while imposing measures to 
minimize the risk of persistence in the 
environment after completion of the 
test. Data are gathered on multiple 
parameters and used by the applicant to 
evaluate agronomic characteristics and 
product performance. These field test 
data, in turn, are used by APHIS to 
determine whether the regulated corn 
event poses a plant pest risk. Syngenta 
has petitioned APHIS to make a 
determination that Event 3272 corn and 
the progeny derived from its crosses 
with other nonregulated corn will no 
longer be considered regulated articles 
under 7 CFR part 340. 

APHIS has prepared an 
environmental assessment (EA) in 
which it presents two alternatives for 
the determination of nonregulated status 
based on its analyses of data submitted 
by Syngenta, a review of other scientific 
data, and field tests conducted under 
APHIS oversight. APHIS is considering 
the following alternatives: (1) Take no 
action, i.e., APHIS would not change the 
regulatory status of Event 3272 corn and 
it would continue to be a regulated 
article; or (2) the preferred alternative, 
grant nonregulated status to Event 3272 
corn in whole. The EA also describes 
other alternatives that were initially 
evaluated but rejected from further 
consideration in the decision process for 
reasons explained in the EA. 

In section 403 of the Plant Protection 
Act (PPA) (7 U.S.C. 7701 et seq.), ‘‘plant 
pest’’ is defined as any living stage of 
any of the following that can directly or 
indirectly injure, cause damage to, or 
cause disease in any plant or plant 
product: A protozoan, a nonhuman 
animal, a parasitic plant, a bacterium, a 
fungus, a virus or viroid, an infectious 
agent or other pathogen, or any article 
similar to or allied with any of the 
foregoing. APHIS views this PPA 
definition to cover direct or indirect 
injury, disease, or damage not just to 
agricultural crops, but also to other 
plants, for example, native species, as 
well as to plant parts and plant products 
whether natural, manufactured, or 
processed. 

Event 3272 corn is also subject to 
regulation by other Federal agencies. 
The Food and Drug Administration 
(FDA) policy statement concerning 
regulation of products derived from new 
plant varieties, including those 
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genetically engineered, was published 
in the Federal Register on May 29, 1992 
(57 FR 22984–23005). Under this policy, 
FDA uses what is termed a consultation 
process to ensure that human and 
animal feed safety issues or other 
regulatory issues (e.g., labeling) are 
resolved prior to commercial 
distribution of a bioengineered food. In 
compliance with the FDA policy, 
Syngenta submitted a food and feed 
safety and nutritional assessment 
summary to FDA for Event 3272 corn 
which was completed in August 2007 
acknowledging that based on the 
information available, Event 3272 corn 
did not raise safety or other issues that 
would require pre-market review or 
approval by the FDA. As Event 3272 
corn does not produce a pesticide or 
have a tolerance to any pesticide, the 
Environmental Protection Agency is not 
involved with evaluating Event 3272. 

National Environmental Policy Act 
A draft EA has been prepared to 

inform the public of, and to provide the 
APHIS decisionmaker with, a review 
and analysis of potential environmental 
impacts associated with the proposed 
determination of nonregulated status for 
Event 3272 corn. The draft EA was 
prepared in accordance with (1) the 
National Environmental Policy Act of 
1969 (NEPA), as amended (42 U.S.C. 
4321 et seq.), (2) regulations of the 
Council on Environmental Quality for 
implementing the procedural provisions 
of NEPA (40 CFR parts 1500–1508), (3) 
USDA regulations implementing NEPA 
(7 CFR part 1b), and (4) APHIS’ NEPA 
Implementing Procedures (7 CFR part 
372). 

In accordance with § 340.6(d) of the 
regulations, we are publishing this 
notice to inform the public that APHIS 
will accept written comments regarding 
the petition for a determination of 
nonregulated status from interested or 
affected persons for a period of 60 days 
from the date of this notice. We are also 
soliciting written comments from 
interested or affected persons on the 
draft EA prepared to examine potential 
environmental impacts of the proposed 
determination for the deregulation of 
the subject corn line. The petition and 
the draft EA are available for public 
review, and copies of the petition and 
the draft EA are available as indicated 
under ADDRESSES and FOR FURTHER 
INFORMATION CONTACT above. 

After the comment period closes, 
APHIS will evaluate all written 
comments received during the comment 
period and any other relevant 
information. All public comments 
received regarding the petition and draft 
EA will be available for public review. 

After reviewing and evaluating the 
comments on the petition and the draft 
EA and other data, APHIS will furnish 
a response to the petitioner, either 
approving or denying the petition. 
APHIS will then publish a notice in the 
Federal Register announcing the 
regulatory status of Event 3272 corn and 
the availability of APHIS’ written 
regulatory and environmental decision. 

Authority: 7 U.S.C. 7701–7772 and 7781– 
7786; 31 U.S.C. 9701; 7 CFR 2.22, 2.80, and 
371.3. 

Done in Washington, DC, this 13th day of 
November 2008. 
Kevin Shea, 
Acting Administrator, Animal and Plant 
Health Inspection Service. 
[FR Doc. E8–27479 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–34–P 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Information Collection; 4-Rivers 
Application and Drawing 

AGENCY: Forest Service, USDA. 
ACTION: Notice; request for comment. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, the 
Forest Service is seeking comments 
from all interested individuals and 
organizations on the new information 
collection, 4-Rivers Application and 
Drawing. 

DATES: Comments must be received in 
writing on or before January 20, 2009 to 
be assured of consideration. Comments 
received after that date will be 
considered to the extent practicable. 
ADDRESSES: Comments concerning this 
notice should be mailed to: Linda 
Walton, River Manager, North Fork 
Ranger Station, P.O. Box 180, North 
Fork, ID 83466. 

Comments also may be submitted via 
facsimile to 208–865–2738 or by e-mail 
to: lwalton@fs.fed.us. 

The public may inspect comments 
received at North Fork Ranger Station, 
P.O. Box 180, 11 Casey Rd., North Fork, 
ID, during normal business hours. 
Visitors are encouraged to call ahead to 
208–865–2700 to facilitate entry to the 
building. Comments may also be 
reviewed by accessing Forest Service 
Web Page listed: 
http://www.fs.fed.us/r4/sc/recreation/ 
whitewaterrafting/index.shtml. 
FOR FURTHER INFORMATION CONTACT: 
Linda Walton, River Manager, Salmon- 
Challis National Forest, 208–865–2737. 
Individuals who use telecommunication 
devices for the deaf (TDD) may call the 

Federal Relay Service (FRS) at 1–800– 
877–8339 twenty-four hours a day, 
every day of the year, including 
holidays. 

SUPPLEMENTARY INFORMATION: 
Title: 4–Rivers Application and 

Drawing. 
OMB Number: 0596–NEW. 
Type of Request: New. 
Abstract: The 4–Rivers application 

and drawing provides an opportunity 
for private river runners to compete for 
a river permit on one of four rivers in 
Idaho. Public demand for use permits 
on the Main Salmon, Middle Fork, 
Selway, and Snake Rivers are high. The 
drawing provides a means to assist 
managers and public by accommodating 
greater numbers of people. 

The drawing allows all applicants 
equal probability of receiving a river 
permit. Selection of permit recipients is 
via a computer driven random selection 
process. Upon selection, applicants 
receive river use permits from the Forest 
Service. 

The following Federal Acts provide 
participating forests with management 
direction, limiting the number of river 
users during high demand seasons 
while still providing river recreation 
opportunities to visitors. These Acts 
allow for management controls 
necessary to protect river resources and 
enhance river ecosystems previously 
determined to have superior 
characteristics. 

1. The Frank Church River of No 
Return Wilderness Plan 1982, updated 
2003. 

2. The Wild and Scenic Rivers Act 
1968. 

3. The Wilderness Act of 1964. 
4. Central Idaho Wilderness Act 

(CIWA) of 1980. 
Drawing participants enter required 

information electronically into a Forest 
Service database. Forest Service 
personnel (river managers and clerks) in 
Forest offices associated with each river, 
check received hardcopy applications 
for completeness and errors prior to 
entry into database. Applicants are 
encouraged to submit applications 
electronically. 

Applicants provide: 
1. Photo Identification Number. 
2. State of Identification and type of 

ID (Driver’s license, Passport, Other). 
3. Name. 
4. Mailing Address. 
5. Other contact information: e-mail 

address, day and evening phone 
numbers, fax number. 

6. Choice of launch dates and rivers 
(up to four choices). 

7. Payment information (i.e. check or 
money order number) or if paying by 
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credit card respondent submits the 
administrative fee of $6.00 via 
www.pay.gov. 

Information submitted by the public 
is stored, maintained, and used as 
outlined in Privacy Act System of 
Records USDA/FS–55, National 
Recreation Reservation System. 

This information collection is vital to 
continued management of the 
aforementioned rivers. Without this 
management tool, the Agency is unable 
to control river use. The ability to 
control use of these rivers is vital to 
maintaining the superior health and 
vitality of these waterways. Collecting 
drawing applications during a specific 
time each year, will ensure that river 
users are able to obtain permits in time 
for the annual floating season. 

Estimate of Annual Burden: 15 
minutes. 

Type of Respondents: Individuals. 
Estimated Annual Number of 

Respondents: 16,200. 
Estimated Annual Number of 

Responses per Respondent: 1. 
Estimated Total Annual Burden on 

Respondents: 4,050. 

Comment is Invited 

Comment is invited on: (1) Whether 
this collection of information is 
necessary for the stated purposes and 
the proper performance of the functions 
of the agency, including whether the 
information will have practical or 
scientific utility; (2) the accuracy of the 
Agency’s estimate of the burden of the 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including the use of 
automated, electronic, mechanical, or 
other technological collection 
techniques or other forms of information 
technology. 

All comments received in response to 
this notice, including names and 
addresses when provided, will be a 
matter of public record. Comments will 
be summarized and included in the 
submission request toward Office of 
Management and Budget approval. 

Dated: November 12, 2008. 

Charles L. Myers, 
Associate Deputy Chief, National Forest 
System. 
[FR Doc. E8–27442 Filed 11–18–08; 8:45 am] 

BILLING CODE 3410–11–P 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Notice of Resource Advisory 
Committee Meeting 

AGENCY: Modoc County Resource 
Advisory Committee, Alturas, California 
96101, USDA Forest Service. 
ACTION: Notice of meeting. 

SUMMARY: Pursuant to the authorities in 
the Federal Advisory Committees Act 
(Pub. L. 92–463) and under the Secure 
Rural Schools and Community Self- 
Determination Act of 2000 (Pub. L. 110– 
343) the Modoc National Forest’s Modoc 
County Resource Advisory Committee 
will meet Monday, December 1, 2008 in 
Alturas, California 96101, for a business 
meeting. The meetings are open to the 
public. 
SUPPLEMENTARY INFORMATION: The 
business meeting on December 1, 2008, 
will begin at 4 pm., at the Modoc 
National Forest Office, Conference 
Room, 800 West 12th St., Alturas, 
California 96101. Agenda topics will 
include election of Chairperson, review 
of Charter and Guidelines, and 
discussion of the process for receiving 
project proposals that meet the intent of 
Public Law 110–343. Time will also be 
set aside for public comments at the 
beginning of the meeting. 
FOR FURTHER INFORMATION CONTACT: Stan 
Sylva, Forest Supervisor and Designated 
Federal Officer, at (530) 233–8700; or 
Rural Development and Partnership 
Specialist Dina McElwain at (530) 233– 
8723. 

Stanley G Sylva, 
Forest Supervisor. 
[FR Doc. E8–27378 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–11–P 

DEPARTMENT OF AGRICULTURE 

Grain Inspection, Packers and 
Stockyards Administration 

United States Standards for Beans 

AGENCY: Grain Inspection, Packers and 
Stockyards Administration, USDA. 
ACTION: Final notice. 

SUMMARY: The Grain Inspection, Packers 
and Stockyards Administration (GIPSA) 
is revising the U.S. Standards for Beans 
to provide applicants for service with an 
optional grade designation for bean 
certification; and to remove the 
requirements that the percentage of high 
moisture and, in the case of Mixed 
Beans, the percentage of each class in 
the mixture, be shown on the grade line. 

These changes will facilitate use of the 
standards and better reflect current 
marketing practices. 
EFFECTIVE DATE: December 19, 2008. 
FOR FURTHER INFORMATION CONTACT: 
Beverly A. Whalen at USDA, GIPSA, 
FGIS, Market and Program Analysis 
Staff, Beacon Facility, STOP 1404, P.O. 
Box 419205, Kansas City, Missouri 
64141; Telephone (816) 823–4648; Fax 
Number (816) 823–4644; e-mail 
Beverly.A.Whalen@usda.gov. 

SUPPLEMENTARY INFORMATION: 

Background 

GIPSA published a notice in the 
Federal Register on April 17, 2007 (72 
FR 19168), inviting comments regarding 
the revision of the U.S. Standards for 
Beans to provide applicants for service 
with an optional grade designation for 
bean certification; and to remove the 
requirements that the percentage of high 
moisture and, in the case of Mixed 
Beans, the percentage of each class in 
the mixture, be shown on the grade line. 

The notice provided an opportunity 
for interested parties to forward written 
comments to GIPSA until May 17, 2007. 
Due to a continued high level of interest 
in the notice, on February 1, 2008 (73 
FR 6111), GIPSA reopened the comment 
period until April 1, 2008, to provide 
interested parties with additional time 
in which to comment. 

The U.S. Standards for Beans do not 
appear in the Code of Federal 
Regulations; the U.S. Department of 
Agriculture maintains the standards. 
The process for developing or revising 
these standards is specified in the 
regulations in 7 CFR 868.102, 
Procedures for Establishing and 
Revising Grade Standards. You may 
view or print the U.S. Standards for 
Beans from the GIPSA Web site at 
http://www.gipsa.usda.gov or by 
contacting GIPSA by phone, fax, or e- 
mail using the information provided 
above under FOR FURTHER INFORMATION 
CONTACT. 

Comment Review 

GIPSA received one comment 
submitted on behalf of the U.S. Dry 
Bean Council (USDBC). USDBC 
represents the national U.S. dry bean 
industry, including growers, shippers, 
dealers, canners, and state and regional 
trade associations. The USDBC 
comment supported our proposed 
changes. 

Final Action 

Accordingly, GIPSA is revising the 
U.S. Standards for Beans to provide 
applicants for service with an optional 
grade designation for bean certification; 
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and to remove the requirements that the 
percentage of high moisture and, in the 
case of Mixed Beans, the percentage of 
each class in the mixture, be shown on 
the grade line. These changes will 
facilitate use of the standards and better 
reflect current marketing practices. 

Authority: 7 U.S.C. 1621–1627. 

Terry Van Doren, 
Administrator, Grain Inspection, Packers and 
Stockyards Administration. 
[FR Doc. E8–27399 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–KD–P 

DEPARTMENT OF AGRICULTURE 

Grain Inspection, Packers and 
Stockyards Administration 

United States Standards for Whole Dry 
Peas, Split Peas, and Lentils 

AGENCY: Grain Inspection, Packers and 
Stockyards Administration, USDA. 
ACTION: Final notice. 

SUMMARY: The Grain Inspection, Packers 
and Stockyards Administration (GIPSA) 
is revising the U.S. Standards for Whole 
Dry Peas, Split Peas, and Lentils to 
provide applicants for service with an 
optional grade designation for pea and 
lentil certification and to remove the 
requirement that, in the case of Mixed 
Dry Peas, the percentage of each class in 
the mixture be shown on the grade line. 
These changes will facilitate use of the 
standards and better reflect current 
marketing practices. 
DATES: Effective Date: December 19, 
2008. 
FOR FURTHER INFORMATION CONTACT: 
Beverly A. Whalen at USDA, GIPSA, 
FGIS, Market and Program Analysis 
Staff, Beacon Facility, STOP 1404, P.O. 
Box 419205, Kansas City, Missouri, 
64141; telephone (816) 823–4648; fax 
number (816) 823–4644; e-mail 
Beverly.A.Whalen@usda.gov. 
SUPPLEMENTARY INFORMATION: 

Background 
GIPSA published a notice in the 

Federal Register on April 17, 2007 (72 
FR 19169), inviting comments regarding 
the revision of the U.S. Standards for 
Whole Dry Peas, Split Peas, and Lentils 
to provide applicants for service with an 
optional grade designation for pea and 
lentil certification and remove the 
requirement that, for Mixed Dry Peas, 
the percentage of each class in the 
mixture be shown on the grade line. The 
notice provided an opportunity for 
interested parties to forward written 
comments to GIPSA until May 17, 2007. 
Due to a continued high level of interest 

in the notice, on February 1, 2008 (73 
FR 6112), GIPSA reopened the comment 
period until April 1, 2008, to provide 
interested parties with additional time 
in which to comment. 

The U.S. Standards for Whole Dry 
Peas, Split Peas, and Lentils do not 
appear in the Code of Federal 
Regulations; the U.S. Department of 
Agriculture maintains the standards. 
The process for developing or revising 
these standards is specified in the 
regulations in 7 CFR 868.102, 
Procedures for establishing and revising 
grade standards. You may view or print 
the U.S. Standards for Whole Dry Peas, 
Split Peas, and Lentils from the GIPSA 
Web site at http://www.gipsa.usda.gov 
or by contacting GIPSA by phone, fax, 
or e-mail using the information 
provided above under FOR FURTHER 
INFORMATION CONTACT. 

Comment Review 

GIPSA received one comment from 
the USA Dry Pea & Lentil Council 
(USADPLC), a national organization of 
producers, processors, and exporters of 
U.S. dry peas, lentils, and chickpeas. 
The USADPLC comment supported the 
proposed changes. 

Final Action 

Accordingly, GIPSA is revising the 
U.S. Standards for Whole Dry Peas, 
Split Peas, and Lentils to provide 
applicants for service with an optional 
grade designation for pea and lentil 
certification and to remove the 
requirement that, in the case of Mixed 
Dry Peas, the percentage of each class in 
the mixture be shown on the grade line. 
These changes will facilitate use of the 
standards and better reflect current 
marketing practices. 

Authority: 7 U.S.C. 1621–1627. 

Terry Van Doren, 
Administrator, Grain Inspection, Packers and 
Stockyards Administration. 
[FR Doc. E8–27400 Filed 11–18–08; 8:45 am] 
BILLING CODE 3410–KD–P 

COMMISSION ON CIVIL RIGHTS 

Agenda and Notice of Public Meeting 
of the Arkansas Advisory Committee 

Notice is hereby given, pursuant to 
the provisions of the rules and 
regulations of the U.S. Commission on 
Civil Rights (Commission), and the 
Federal Advisory Committee Act 
(FACA), that a planning meeting of the 
Arkansas Advisory Committee to the 
Commission will convene by conference 
call at 2 p.m. and adjourn at 
approximately 3:30 p.m. on Thursday, 

December 11, 2008. The purpose of this 
meeting is to conduct SAC orientation 
and plan future activities. 

This meeting is available to the public 
through the following toll-free call-in 
number: (866) 364–7584, conference call 
access code number 70613090. Any 
interested member of the public may 
call this number and listen to the 
meeting. Callers can expect to incur 
charges for calls they initiate over 
wireless lines, and the Commission will 
not refund any incurred charges. Callers 
will incur no charge for calls they 
initiate over land-line connections to 
the toll-free telephone number. Persons 
with hearing impairments may also 
follow the proceedings by first calling 
the Federal Relay Service at 1–800–977– 
8339 and providing the Service with the 
conference call number and contact 
name Farella E. Robinson. 

To ensure that the Commission 
secures an appropriate number of lines 
for the public, persons are asked to 
register by contacting Corrine Sanders of 
the Central Regional Office and TTY/ 
TDD telephone number, by 4 p.m. on 
December 8, 2008. 

Members of the public are entitled to 
submit written comments. The 
comments must be received in the 
regional office by December 8, 2008. 
The address is U.S. Commission on 
Civil Rights, 400 State Avenue, Suite 
908, Kansas City, Kansas 66101. 
Comments may be e-mailed to 
frobinson@usccr.gov. Records generated 
by this meeting may be inspected and 
reproduced at the Central Regional 
Office, as they become available, both 
before and after the meeting. Persons 
interested in the work of this advisory 
committee are advised to go to the 
Commission’s Web site, http:// 
www.usccr.gov, or to contact the Central 
Regional Office at the above e-mail or 
street address. 

The meeting will be conducted 
pursuant to the provisions of the rules 
and regulations of the Commission and 
FACA. 

Dated in Washington, DC, November 14, 
2008. 
Christopher Byrnes, 
Chief, Regional Programs Coordination Unit. 
[FR Doc. E8–27491 Filed 11–18–08; 8:45 am] 
BILLING CODE 6335–01–P 

COMMISSION ON CIVIL RIGHTS 

Agenda and Notice of Public Meeting 
of the North Carolina Advisory 
Committee 

Notice is hereby given, pursuant to 
the provisions of the rules and 
regulations of the U.S. Commission on 
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Civil Rights (Commission), and the 
Federal Advisory Committee Act 
(FACA), that a planning meeting of the 
North Carolina Advisory to the 
Commission will convene at 1 p.m. and 
adjourn at 5 p.m. on December 10, 2008, 
at 150 Fayetteville Street, 13th Floor, 
Raleigh, North Carolina 27601. The 
purpose of the meeting is for the 
Committee to plan its project for the 
fiscal year and receive a briefing on the 
status of civil rights in North Carolina. 

Members of the public are entitled to 
submit written comments; the 
comments must be received in the 
regional office by December 12, 2008. 
The address is 61 Forsyth St., SW., Suite 
18T40, Atlanta, Georgia 30303. Persons 
wishing to e-mail comments may do so 
to pminarik@usccr.gov. Persons who 
desire additional information should 
contact Peter Minarik, Regional 
Director, at (404) 562–7000 or 800–877– 
8339 for individuals who are deaf, 
hearing impaired, and/or have speech 
disabilities or by e-mail to 
pminarik@usccr.gov. 

Hearing-impaired persons who will 
attend the meeting and require the 
services of a sign language interpreter 
should contact the Regional Office at 
least ten (10) working days before the 
scheduled date of the meeting. 

Records generated from this meeting 
may be inspected and reproduced at the 
Southern Regional Office, as they 
become available, both before and after 
the meeting. Persons interested in the 
work of this advisory committee are 
advised to go to the Commission’s Web 
site, http://www.usccr.gov, or to contact 
the Southern Regional Office at the 
above e-mail or street address. 

The meeting will be conducted 
pursuant to the provisions of the rules 
and regulations of the Commission and 
FACA. 

Dated in Washington, DC, November 14, 
2008. 
Christopher Byrnes, 
Chief, Regional Programs Coordination Unit. 
[FR Doc. E8–27493 Filed 11–18–08; 8:45 am] 
BILLING CODE 6335–01–P 

DEPARTMENT OF COMMERCE 

Bureau of Industry and Security 

Transportation and Related Equipment 
Technical Advisory Committee; Notice 
of Partially Closed Meeting 

The Transportation and Related 
Equipment Technical Advisory 
Committee will meet on December 4, 
2008, 9:30 a.m., in the Herbert C. 
Hoover Building, Room 6087B, 14th 
Street between Constitution & 

Pennsylvania Avenues, NW., 
Washington, DC. The Committee 
advises the Office of the Assistant 
Secretary for Export Administration 
with respect to technical questions that 
affect the level of export controls 
applicable to transportation and related 
equipment or technology. 

Public Session 

1. Welcome and Introductions. 
2. Review Status of Commerce Control 

List Working Groups. 
3. Comments from the Public. 

Closed Session 

4. Discussion of matters determined to 
be exempt from the provisions relating 
to public meetings found in 5 U.S.C. 
app. 2 10(a)(1) and 10(a)(3). 

The open session will be accessible 
via teleconference to 20 participants on 
a first come, first serve basis. To join the 
conference, submit inquiries to Ms. 
Yvette Springer at 
Yspringer@bis.doc.gov no later than 
November 26, 2008. 

A limited number of seats will be 
available during the public session of 
the meeting. Reservations are not 
accepted. To the extent time permits, 
members of the public may present oral 
statements to the Committee. The public 
may submit written statements at any 
time before or after the meeting. 
However, to facilitate distribution of 
public presentation materials to 
Committee members, the Committee 
suggests that presenters forward the 
public presentation materials prior to 
the meeting to Ms. Springer via e-mail. 

The Assistant Secretary for 
Administration, with the concurrence of 
the delegate of the General Counsel, 
formally determined on October 30, 
2008, pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. app. 2 10(d)), that 
the portion of the meeting dealing with 
matters the disclosure of which would 
be likely to frustrate significantly 
implementation of an agency action as 
described in 5 U.S.C. 552b(c)(9)(B) shall 
be exempt from the provisions relating 
to public meetings found in 5 U.S.C. 
app. 2 10(a)1 and 10(a)(3). The 
remaining portions of the meeting will 
be open to the public. 

For more information, call Yvette 
Springer at (202) 482–2813. 

Dated: November 14, 2008. 
Yvette Springer, 
Committee Liaison Officer. 
[FR Doc. E8–27494 Filed 11–18–08; 8:45 am] 
BILLING CODE 3510–JT–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–489–807] 

Certain Steel Concrete Reinforcing 
Bars from Turkey; Partial Rescission 
of Antidumping Duty Administrative 
Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 

EFFECTIVE DATE: November 19, 2008. 

FOR FURTHER INFORMATION CONTACT: 
Elizabeth Eastwood, AD/CVD 
Operations, Office 2, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC, 20230; 
telephone (202) 482–3874. 

SUPPLEMENTARY INFORMATION: 

Background 

On April 1, 2008, the Department of 
Commerce (the Department) published 
in the Federal Register a notice of 
‘‘Opportunity to Request Administrative 
Review’’ of the antidumping duty order 
on certain steel concrete reinforcing bars 
(rebar) from Turkey for the period of 
review April 1, 2007, through March 31, 
2008. See Antidumping or 
Countervailing Duty Order, Finding, or 
Suspended Investigation; Opportunity 
to Request Administrative Review, 73 
FR 17317 (April 1, 2008). The 
Department received timely requests in 
this proceeding for review from four 
foreign producers/exporters, including 
one named Habas Sinai ve Tibbi Gazlar 
Istihsal Endustrisi A.S. (Habas). The 
Department also received a timely 
request for review from Nucor 
Corporation, Gerdau Ameristeel 
Corporation, and Commercial Metals 
Company, domestic producers of rebar 
and interested parties in this 
proceeding, for seven producers/ 
exporters, including Habas. On June 4, 
2008, the Department published a notice 
of initiation of administrative review of 
the antidumping duty order on rebar 
from Turkey covering all seven 
companies. See Initiation of 
Antidumping Duty and Countervailing 
Duty Administrative Reviews and 
Request for Revocation in Part, 73 FR 
31813 (June 4, 2008). In July 2008, the 
Department issued the antidumping 
duty questionnaire to selected 
respondents. The preliminary results in 
this segment of the proceeding are 
currently due no later than April 30, 
2009. 
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Scope of the Order 

The product covered by the order is 
all stock deformed steel concrete 
reinforcing bars sold in straight lengths 
and coils. This includes all hot–rolled 
deformed rebar rolled from billet steel, 
rail steel, axle steel, or low–alloy steel. 
It excludes (i) plain round rebar, (ii) 
rebar that a processor has further 
worked or fabricated, and (iii) all coated 
rebar. Deformed rebar is currently 
classifiable in the Harmonized Tariff 
Schedule of the United States (HTSUS) 
under item numbers 7213.10.000 and 
7214.20.000. The HTSUS subheadings 
are provided for convenience and 
customs purposes. The written 
description of the scope of this 
proceeding is dispositive. 

Determination to Rescind, in Part 

On November 7, 2008, the Department 
published its final results for the April 
1, 2006, through March 31, 2007, 
administrative review of the 
antidumping duty on rebar from Turkey. 
See Certain Steel Concrete Reinforcing 
Bars From Turkey; Final Results of 
Antidumping Duty Administrative 
Review and Determination To Revoke in 
Part, 73 FR 66218 (November 7, 2008). 
In that review, we found that Habas met 
the requirements of revocation as 
described in 19 CFR 351.222(b) and, 
thus, we revoked the order with respect 
to subject merchandise produced and 
exported by Habas. As a result of Habas’ 
revocation in 2006–2007 administrative 
review, we are rescinding the April 1, 
2007, through March 31, 2008, 
administrative review with respect to 
this company because there is no 
statutory or regulatory basis to conduct 
an administrative review for a producer/ 
exporter that has been revoked from the 
antidumping duty order. 

The Department will issue 
appropriate assessment instructions 
directly to the U.S. Customs and Border 
Protection (CBP) 15 days after the 
publication of this notice. Because we 
have revoked the order with respect to 
subject merchandise produced and 
exported by Habas, we have instructed 
CBP that entries of such merchandise 
that were suspended on or after April 1, 
2007, should be liquidated without 
regard to antidumping duties and that 
all cash deposits collected will be 
returned with interest. 

This notice serves as a reminder to 
parties subject to an administrative 
protective order (APO) of their 
responsibility concerning the 
disposition of proprietary information 
disclosed under APO in accordance 
with 19 CFR 351.305. Timely 
notification of return/destruction of 

APO materials or conversion to judicial 
protective order is hereby requested. 
Failure to comply with the regulations 
and the terms of an APO is a 
sanctionable violation. 

This determination is issued and 
published pursuant to sections 751(a) 
and 777(i) of the Tariff Act of 1930, as 
amended, and 19 CFR 351.213(d)(4). 

Dated: November 12, 2008. 
Stephen J. Claeys, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. E8–27489 Filed 11–18–08; 8:45 am] 
BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration (NOAA) 

Final Framework for the National 
System of Marine Protected Areas of 
the United States and Response to 
Comments 

AGENCY: NOAA, Department of 
Commerce (DOC). 
ACTION: Notice of availability of the final 
Framework for the National System of 
Marine Protected Areas of the United 
States and response to comments on 
Revised Draft Framework. 

SUMMARY: NOAA and the Department of 
the Interior (DOI) jointly propose the 
Framework for the National System of 
Marine Protected Areas of the United 
States (Framework), as required by 
Executive Order 13158 on Marine 
Protected Areas (MPAs). This 
Framework provides overarching 
guidance for collaborative efforts among 
federal, state, commonwealth, 
territorial, tribal and local governments 
and stakeholders to develop an effective 
National System of MPAs (national 
system) from existing sites, build 
coordination and collaborative efforts, 
and identify ecosystem-based gaps in 
the protection of significant natural and 
cultural resources for possible future 
action by the nation’s MPA authorities. 
The document further provides the 
guiding principles, key definitions, 
goals, and objectives for the National 
System, based on the breadth of input 
received from MPA stakeholders and 
governmental partners around the 
nation over the past several years, and 
two public comment periods. 
FOR FURTHER INFORMATION CONTACT: 
Please direct all questions and requests 
for additional information concerning 
the Framework to: Lauren Wenzel, 
NOAA, at 301–713–3100, ext. 136 or via 
e-mail at Lauren.wenzel@noaa.gov. An 
electronic copy of the Framework is 

available for download at http:// 
www.mpa.gov/. 
SUPPLEMENTARY INFORMATION: 

I. Background on MPA Framework 
The National Oceanic and 

Atmospheric Administration’s (NOAA) 
National Marine Protected Areas Center 
(MPA Center), in cooperation with the 
Department of the Interior (DOI), has 
developed a Framework for the National 
System of Marine Protected Areas of the 
United States (Framework) to meet 
requirements under Executive Order 
13158 on Marine Protected Areas 
(Order). The purpose of this notice is to 
notify the public of the availability of 
this document and respond to public 
comments on the Revised Draft 
Framework for Developing a National 
System of Marine Protected Areas. 
NOAA and DOI have undertaken two 
public comment periods on previous 
drafts of this document to solicit input 
and comments from governments and 
stakeholders in order to ensure that the 
final document represents the diversity 
of the nation’s interests in the marine 
environment and marine protected areas 
(MPAs). 

NOAA and DOI recognize the 
principal role that state, commonwealth, 
territorial (hereafter referred to as 
‘‘state’’) and tribal governments, along 
with federal agencies, must have in 
developing and implementing the 
national system. Roughly 80% of the 
nation’s existing MPAs are under the 
jurisdiction of non-federal agencies. The 
significance of these government-to- 
government relationships and the 
marine resources managed by states and 
tribes necessitates this national, rather 
than federal, approach to building the 
National System. In developing this 
Framework, NOAA and the DOT have 
made and will continue to expand 
efforts to understand and incorporate, as 
appropriate, the recommendations of 
government partners concerning a 
structure and function for the National 
System that builds partnerships with 
and supports the efforts and voluntary 
participation of state, tribal, and local 
governments. 

Increasing impacts on the world’s 
oceans, caused by development, 
overfishing, and natural events, are 
straining the health of our coastal and 
marine ecosystems. Some of these 
impacts to the marine and Great Lakes 
environment have resulted in declining 
fish populations; degradation of coral 
reefs, seagrass beds, and other vital 
habitats; threats to rare or endangered 
species; and loss of artifacts and 
resources that are part of our nation’s 
historic and cultural heritage. The 
effects of these mounting losses are 
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being directly felt in the social and 
economic fabric of our nation’s 
communities. MPAs offer a promising 
ocean and coastal management tool to 
mitigate or buffer these impacts. It is 
important to clarify that the term 
‘‘MPA,’’ as used here, is not 
synonymous with or limited to ‘‘no-take 
areas’’ or ‘‘marine reserves.’’ Instead, the 
term ‘‘MPA’’ denotes an array of levels 
of protection, from areas that allow 
multiple use activities to those that 
prohibit take and/or access. When used 
effectively and in conjunction with 
other management tools, MPAs can help 
to ensure healthy Great Lakes and 
oceans by contributing to the overall 
protection of critical marine habitats 
and resources. In this way, effective 
MPAs can offer social and economic 
opportunities for current and future 
generations, such as tourism, 
biotechnology, fishing, education, and 
scientific research. 

Since 2001, the MPA Center and its 
federal, state, and tribal partners have 
been collecting information on the vast 
array of the nation’s MPAs to serve as 
the foundation for building the National 
System. This inventory has resulted in 
the identification of over 1,700 place- 
based sites established by hundreds of 
federal and state authorities. A number 
of these existing sites are further 
managed as systems by their respective 
agencies or programs. The types of sites 
found range from multiple-use areas to 
no-take reserves. The vast majority of 
these areas allow multiple uses, and less 
than one percent of the total area under 
management in the United States (U.S.) 
is no-take. This inventory also has 
revealed a dramatic increase in the use 
of MPAs over the past several decades. 
Most MPAs in the U.S. have been 
established since 1970, and most allow 
recreational and commercial uses. With 
this expanded use of MPAs has come 
many new and enhanced protections to 
natural and cultural resources. A 
preliminary analysis of U.S. place-based 
conservation efforts reveals important 
trends in how these areas, including 
MPAs, are being used to conserve some 
of the nation’s most significant marine 
resources. The emerging results 
illustrate that while there are many such 
areas currently in U.S. waters, these 
diverse sites vary widely in mandate, 
jurisdiction, purpose, size, and level of 
protection. 

Moreover, this initial analysis 
illustrates how the growing recognition 
of MPAs as essential conservation tools 
has resulted in a multitude of new MPA 
programs and authorities at all levels of 
government, often times for a sole 
purpose or objective. While there are 
good examples of where MPA efforts are 

coordinated locally across programs and 
levels of government, there is no larger 
framework for collaborating MPA efforts 
across ecosystems and nationally to 
meet common goals. This complex 
governance structure leads to public 
confusion, and, in many cases, 
conservation efforts that are not as 
effective as they could be with better 
coordination. The results of this initial 
analysis have further reinforced the 
need for a national system and provided 
much of the baseline information to 
begin building it. 

In recognition of the key role MPAs 
can play and their growing use, the U.S. 
is developing an effective national 
system to support the effective 
stewardship, lasting protection, 
restoration, and sustainable use of the 
nation’s significant natural and cultural 
marine resources. The MPA Center is 
charged by the Order to carry out these 
requirements in cooperation with DOI. 
Neither the Order nor the national 
system establishes any new legal 
authorities to designate or manage 
MPAs, nor do they alter any existing 
state, federal, or tribal laws or programs. 

The MPA Center has developed this 
Framework based on information from 
the initial analysis of information about 
existing place-based conservation 
efforts, along with comments from 
hundreds of individuals at over sixty 
meetings, initial tribal consultations, 
and recommendations from federal, 
non-governmental and state advisory 
groups. As a result, the proposed 
collaborative development of an 
effective National System outlined in 
this document provides a structure for 
an assemblage of MPA sites, systems, 
and networks established and managed 
by federal, state, tribal, and local 
governments to collectively work 
together at the regional and national 
levels to achieve common objectives for 
conserving the nation’s vital natural and 
cultural resources. 

By establishing an effective structure 
for working together, the National 
System will help to increase the 
efficient protection of important marine 
resources; contribute to the nation’s 
overall social and economic health; 
support government agency cooperation 
and integration; and improve the 
public’s access to scientific information 
and decision-making about the nation’s 
marine resources. The efforts of the 
national system are also intended to 
benefit participating state, tribal, 
federal, and local government partners 
through collaborative efforts to identify 
shared priorities for improving MPA 
effectiveness and develop partnerships 
to provide assistance in meeting those 
needs. Further, it provides a foundation 

for cooperation with other countries to 
conserve resources of common concern. 

II. Comments and Responses 
In March 2008, NOAA and DOI 

(agencies) published the Revised Draft 
Framework for Developing the National 
System of MPAs (Revised Draft 
Framework) for public comment. By the 
end of the two-month comment period, 
34 individual submissions had been 
received from a variety of government 
agencies, non-governmental 
organizations, industry and 
conservation interests, advisory groups 
and the public. In addition, NOAA and 
DOI solicited advice from the MPA 
Federal Advisory Committee (MPA 
FAC). 

Given the breadth, multi-faceted 
nature, and complexity of comments 
and recommendations received, related 
comments have been grouped below 
into categories to simplify the 
development of responses. For each of 
the comment categories listed below, a 
summary of comments is provided, and 
a corresponding response provides an 
explanation and rationale about changes 
that were or were not made in the final 
Framework for the National System of 
Marine Protected Areas of the United 
States of America (Framework). 
Comment Category 1: General Comments on 

Revised Draft Framework Content 
Comment Category 2: Goals and Objectives of 

the National System 
Comment Category 3: Design and 

Implementation Principles 
Comment Category 4: Definitions and Entry 

Criteria 
Comment Category 5: Public Involvement 
Comment Category 6: Gap Analysis Process 
Comment Category 7: Risk Assessment 
Comment Category 8: Role of Regional 

Fishery Management Councils 
Comment Category 9: Monitoring and 

Evaluation 
Comment Category 10: Federal Agency 

Responsibility to Avoid Harm 
Comment Category 11: Steering Committee 

Composition and Role 
Comment Category 12: Benefits of the 

National System 
Comment Category 13: Tribal 
Comment Category 14: Funding 
Comment Category 15: Level of Detail 
Comment Category 16: Draft Environmental 

Assessment 

Comments and Responses 

Comment Category 1: General 
Comments on Revised Draft Framework 
Content 

Summary: A range of comments were 
received on the overall content of the 
Revised Draft Framework. A number of 
these recommended the Framework 
recognize the need to balance multiple 
uses and interests in the marine 
environment, and that the document 
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acknowledge the broader management 
context in which the national system 
will operate. Related comments asked 
that the document emphasize the 
language of the Executive Order (EO), 
stating that the national system 
supports, and does not interfere with, 
existing agencies’ exercise of 
independent authorities. Other general 
comments noted a need for more fully- 
protected marine reserves and high seas 
protection, and recommended that the 
national system be limited to these 
highly protected areas. One comment 
noted that the EO does not provide 
authority to implement a national 
system, only to develop it. 

Response: The agencies agree that 
acknowledgement of the broader 
management context is appropriate, and 
also have added language from the EO 
noting that the national system 
supports, and does not interfere with, 
existing agencies’ exercise of 
independent authorities to further 
clarify the overall purpose of the 
national system. The Executive 
Summary has also been updated to 
reflect these comments. 

Regarding the comment promoting the 
establishment of more fully-protected 
marine reserves and high seas 
protection, the EO does not establish 
any new legal authorities to designate or 
manage MPAs, nor does it alter any 
existing federal, state, local, or tribal 
MPA laws or programs. In addition, the 
national system is intended to be 
inclusive of MPAs across the spectrum 
of levels of protection, from multiple 
use to no-take, recognizing that existing 
MPAs across this spectrum offer 
different values to the national system 
that can help meet its goals and 
objectives. Finally, the processes in the 
Framework for identifying conservation 
gaps in the national system and 
supporting regional MPA planning are 
designed to ensure opportunities for 
public input on the purpose and level 
of protection of any future MPAs that 
may be needed to achieve a 
comprehensive, representative national 
system. 

Regarding the comment that the EO 
does not provide the authority to 
implement a national system, only to 
develop it, the agencies contend that the 
EO envisioned both the development 
and implementation of a national 
system (see Sections 1(b) and 4(a) of the 
EO). 

Comment Category 2: Goals and 
Objectives of the National System 

Summary: There were several diverse 
comments about the goals and 
objectives of the national system. A few 
comments noted that recreational 

fishing and boating is part of U.S. 
cultural heritage and should be noted as 
such. One comment suggested that the 
priority conservation objectives (PCOs) 
are unachievable, while another 
comment suggested that the standards 
for protection in the PCOs are too low, 
and that rather than ‘‘conserving and 
managing,’’ the PCOs should be 
expanded to include the goals of 
eliminating, reducing, restoring and 
protecting the integrity of marine 
ecosystems. A final comment suggested 
that the word ‘management’ should be 
included in the objectives as it is in the 
goals. 

Response: The Framework defines a 
cultural resource as a tangible entity 
that is valued by or significantly 
representative of a culture, or that 
contains significant information about a 
culture. This definition is based on the 
National Register of Historic Places with 
additional input from the Marine 
Protected Areas Federal Advisory 
Committee. Based on these sources, 
recreational fishing and boating 
constitute uses of marine resources, not 
goals. The Framework recognizes the 
importance of appropriate access and 
compatible uses, and identifies these 
within the national system Design and 
Implementation Principles 

The agencies agree that the national 
system goals and objectives are 
ambitious and broad in scope. The 
purpose of the Framework is to provide 
a foundation for the national system, 
and to set out long term, national level 
goals and objectives that provide a focus 
for common conservation efforts across 
numerous and varied MPA authorities. 

One of the priority conservation 
objectives addresses restoration as well 
as conservation, but does not specify 
eliminating or reducing uses or impacts, 
as these actions fall under the authority 
of managing entities. Review of the 
PCOs and the priorities among them 
will be part of an adaptive management 
process. The agencies perceive 
’management’ to be part of the 
conservation goals and objectives, and 
have clarified the Framework to reflect 
this. 

Comment Category 3: Design and 
Implementation Principles 

Summary: A variety of comments 
were received on the design and 
implementation principles within the 
Framework, including comments on the 
need to incorporate a precautionary 
approach, to use local knowledge and 
the best scientific information available, 
and to provide for public review and 
comment. Two comments suggested that 
the definition of ‘precautionary design’ 
be modified to include language from 

the Magnuson-Stevens Fishery 
Conservation and Management Act 
(MSA). Others noted that the use of the 
precautionary approach can lead to 
decisions that are not based on sound 
science. Finally, some comments sought 
to better define and apply adaptive 
management. Commenters noted that 
adaptive management should include an 
assessment of the problem and the 
modification of management approaches 
(as appropriate) when new information 
is obtained. One specific example cited 
the lifting of restrictions on fishing as 
the condition of resources improves. 

Response: The agencies believe that a 
precautionary approach and the use of 
the best available science are addressed 
in the Design and Implementation 
Principles. These principles have been 
adapted from recommendations of the 
MPA FAC and the International Union 
for the Conservation of Nature (IUCN) 
report, ‘‘Establishing networks of marine 
protected areas: A guide for developing 
national and regional capacity for 
building MPA networks’’ (WCPA/IUCN, 
2007). The agencies believe that these 
broad guidelines are best suited to the 
wide range of federal, state and other 
governmental authorities envisioned as 
part of the national system, rather than 
adapting guidelines from one authority, 
such as the MSA. Finally, the agencies 
agree that adaptive management should 
include an assessment of the problem 
and potential solutions. However, 
actions to modify management 
approaches, such as lifting restrictions 
on fishing based on monitoring and 
evaluation of management effectiveness, 
will depend on the goals of an 
individual MPA and its managing 
program. 

Comment Category 4: Definitions and 
Entry Criteria 

Summary: A number of comments 
noted the need to better define 
important terms within the Framework, 
including a concise definition of the 
national system, among others. In 
addition, it was suggested that the term 
‘‘lasting’’ for sustainable production be 
defined as a period of at least 10 years. 

Comments on the eligibility criteria 
included the following: (1) Screening to 
determine whether sites meet the 
management plan criteria should 
precede PCO analysis; (2) a management 
plan should have clearly stated 
objectives and a commitment of 
resources for monitoring and 
enforcement; (3) MPAs should be 
screened for the specific benefits they 
will contribute to the national system; 
and (4) the qualification criteria for 
entry should be strict to ensure the 
national system is composed of sites 
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protecting rare, critical or unique 
habitats. One comment also questioned 
the use of verbal community agreements 
in a management plan. 

Response: The agencies agree that the 
Framework could benefit from better 
definition of important terms. The Final 
Framework includes revised definitions 
of important terms, including a 
definition of the national system. For 
sustainable production MPAs, the 
agencies note that the time period 
required to provide for lasting 
protection will vary according to the 
resource an individual MPA was 
established to protect. Therefore, 
‘‘lasting’’ is to be defined as the duration 
of protection necessary to achieve the 
mandated long-term sustainable 
production objectives for which the site 
was established. 

The agencies agree that the 
management plan criteria should 
precede the PCO analysis. This change 
is reflected in the Final Framework. The 
agencies believe that requiring an MPA 
management plan to include a 
commitment of resources for monitoring 
and evaluation as an entry criterion for 
the national system is unnecessarily 
restrictive and would require extensive 
data collection that would delay the 
establishment of the national system. It 
is also not clear what level of resources 
would then be considered sufficient to 
meet this criterion. The agencies 
disagree that the specific benefits an 
individual MPA will contribute to the 
national system should be added as an 
entry criterion. Rather, the agencies see 
information on a site’s benefits as 
contributing to the evaluation of the 
national system. Regarding establishing 
stricter qualification criteria, the 
agencies believe that this has been 
addressed by developing the PCOs. 

The agencies have included verbal 
agreements as meeting the management 
plan criteria in order to acknowledge 
the continuing oral tradition of many 
tribes and Pacific Island cultures. 

Comment Category 5: Public 
Involvement 

Summary: Some commenters noted 
the importance of involving the public, 
including local communities and user 
groups (e.g., fishermen and fishing 
groups, among others), in developing 
and implementing the national system. 
Several comments noted the importance 
of public involvement during the 
nomination process, with some 
suggesting public hearings during this 
period, and others maintaining that this 
would be burdensome and duplicative 
of other requirements. One comment 
also proposed that non-governmental 
organizations should be permitted to 

make nominations to the national 
system. A final comment asked that the 
Framework clarify that nominations 
should originate in the region. 

Response: The agencies agree that 
public involvement is critical, but do 
not agree that fishermen should be 
singled out for specific mention when 
discussing public involvement. The 
agencies have added language to the 
Framework to note that the MPA Center 
will work with the managing entities to 
ensure adequate public involvement, 
including public meetings as 
appropriate. The agencies disagree that 
non-governmental organizations should 
be permitted to nominate sites to the 
national system, since the managing 
entity has the authority for management 
decision-making about its sites. 
Stakeholders who are interested in the 
nomination of certain MPAs should 
contact and work with the managing 
entity or entities. The Framework 
clearly states that nominations originate 
with the managing entity of the site with 
the MPA Center providing technical 
assistance. 

Comment Category 6: Gap Analysis 
Process 

Summary: Several comments were 
received on the gap analysis process, 
including: (1) The focus of gap analysis 
should not be gaps in the priority 
conservation objectives, but gaps under 
a regulatory agency’s purview; (2) it 
should be concurrent with nomination 
processes for existing MPAs; (3) it 
should consider social as well as 
biological goals; (4) it should include a 
sound scientific basis for an MPA’s 
boundaries; (5) it should be conducted 
at the regional level with the 
participation of managers; (6) it should 
take into account other existing 
management measures; and (7) national 
system reporting should include 
reporting on actions taken to address 
gaps. 

Response: The purpose of the national 
system is to span all levels of 
government and types of authorities, not 
to conduct gap analysis at the 
individual MPA program level, which is 
the responsibility of those individual 
MPA programs. Regarding the timing of 
the gap analysis process, the agencies 
received several comments to the initial 
Draft Framework stating that the 
national system lacked focus and 
priorities. Thus, the agencies have set 
priorities in the Final Framework, first 
working on a limited set of near-term 
objectives. As funding, technology, and 
resources permit, the agencies will then 
focus on mid-term and long-term 
objectives. The regional gap analysis 
process will overlap with the national 

system nomination process for existing 
sites, but is more resource intensive and 
will take longer to complete. The 
Framework envisions that gap analyses 
will be updated periodically as 
resources permit. 

The regional gap analyses will focus 
on gaps in addressing the priority 
conservation objectives, which relate to 
biological or cultural resource goals. 
However, human uses and impacts on 
the marine environment also will be 
considered during the gap analysis 
process. 

The agencies agree that a gap analysis 
should be conducted at the regional 
level with participation of existing 
managers and with consideration of 
other efforts, and that reporting should 
include updates on actions taken to 
address conservation gaps. Language 
has been added to the Framework to 
clarify these points. 

Comment Category 7: Risk Assessment 
Summary: Several comments noted 

the need for an objective assessment of 
risks, costs and benefits of the national 
system. 

Response: Risk analysis has a wide 
range of meanings as a tool for business, 
engineering, and public policy, and it is 
not clear what the commenters envision 
in calling for such an assessment as part 
of a non-regulatory initiative. The 
agencies maintain that risk, cost and 
benefit assessments are not called for in 
the EO as part of national system 
development, and that such detailed 
analyses are not necessary at the broad 
programmatic scale of the Framework. 

Comment Category 8: Role of Regional 
Fishery Management Councils 
(Councils) 

Summary: Several commenters asked 
that the Framework clarify the role of 
Councils in identifying, nominating, 
altering and withdrawing national 
system MPAs. 

Response: The agencies have added 
language to the Framework to further 
explain the role of the Councils. The 
Councils will be a key partner to NOAA 
in nominating fishery sites to the 
national system. Through a transparent 
process, NOAA would consult with its 
Council partners and fully consider the 
views and interests of the Councils prior 
to nominating a site to the national 
system. These NOAA-Council 
consultations would take place at the 
regional-level during key stages of the 
nominating process, and NOAA’s 
National Marine Fisheries Service 
would make final decisions on 
nominations. 

The agencies also have added 
language to the Framework to clarify 
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that participation in the national system 
does not constrain the management 
entity, including the Councils, from 
changing its management of the MPA 
within its own authorities and required 
processes. 

Comment Category 9: Monitoring and 
Evaluation 

Summary: Many comments noted the 
importance of quantifiable performance 
measures in evaluating the national 
system, and some suggested that a 
review of how each MPA contributes to 
the national system should be included 
as a measure of success. Other 
comments suggested that the language 
of Section 4(a) of the EO should be 
reflected in the text, which calls on the 
MPA Center to provide guidance on 
‘‘practical, science-based criteria and 
protocols for monitoring and evaluating 
the effectiveness of MPAs.’’ Some 
comments sought further clarification 
on how the national system will be 
evaluated. One comment recommended 
that the agencies develop multi-tiered 
criteria for sites in the national system 
that reflect the degree to which 
individual MPAs contribute to the 
overall effectiveness of the system. 

Response: The agencies agree that 
quantifiable performance measures to 
evaluate the national system are critical. 
The Framework describes the process 
the MPA Center will follow to develop 
such measures, including seeking 
advice from the MPA Federal Advisory 
Committee. 

Section 4(a) of the EO calls upon the 
agencies to ‘‘coordinate and share 
information, tools, and strategies’’ on a 
variety of issues, including ‘‘practical, 
science-based criteria and protocols for 
monitoring and evaluating the 
effectiveness of MPAs.’’ This activity is 
part of the MPA Center’s goal to foster 
MPA stewardship by providing training 
and technical assistance to individual 
MPAs, but is not a requirement of the 
national system. The purpose of the 
national system is not to evaluate 
individual sites, which remains the 
responsibility of the managing 
entity(ies), but rather the system as a 
whole. 

Regarding the recommendation to 
develop multi-tiered criteria to assess 
the contribution of individual MPAs to 
the national system, the agencies agree 
that the type of information suggested 
(such as level of protection) would be 
helpful in identifying the needs of, and 
priorities for, the national system. 
However, the agencies do not believe 
that a formal tiered structure will add to 
the efficacy of the system. 

Comment Category 10: Federal Agency 
Responsibility to Avoid Harm 

Summary: Several comments 
requested additional details clarifying 
the scope of the avoid harm provision, 
including how and by whom it will be 
applied. Related comments were 
received requesting a standard 
definition of avoid harm for all federal 
agencies, and an augmented oversight 
role for the MPA Center. 

Response: The agencies believe the 
current level of detail describing the 
avoid harm provision is appropriate, but 
have included an example of how it is 
intended to be applied. As described in 
the Framework, each federal agency is 
responsible for complying with and 
reporting annually on its compliance 
with the EO’s Section 5 avoid harm 
directives: ‘‘each federal agency that is 
required to take actions under this order 
shall prepare and make public annually 
a concise description of actions taken by 
it in the previous year to implement the 
order, including a description of written 
comments by any person or 
organization stating that the agency has 
not complied with this order and a 
response to such comments by the 
agency.’’ The agencies disagree that a 
single definition of avoid harm and 
other key terms used to describe the 
requirements under Section 5 is needed. 
An agency’s requirements under Section 
5, in any instance, is dependent on the 
agency’s interpretation, consistent with 
any required compliance with the legal 
framework for the resources protected 
by the MPA and any other applicable 
natural or cultural resource review or 
protection authorities or procedures. 
The MPA Center’s role is to make these 
reports available to the public on the 
http://www.MPA.gov Web site, facilitate 
a federal agency coordination 
mechanism through the Federal 
Interagency MPA Working Group, and 
upon request by federal agencies, 
facilitate technical or other assistance. 

Comment Category 11: Steering 
Committee Composition and Role 

Summary: Several comments 
requested clarification about the role of 
the Steering Committee, especially with 
respect to the Regional Fishery 
Management Councils, the MPA Federal 
Advisory Committee, and the public. 

Response: The agencies agree that 
additional clarification is needed to 
explain the role of the Steering 
Committee in providing operational 
guidance from MPA management 
agencies. To do so, the Steering 
Committee has been renamed the 
Management Committee. The agencies 
have clarified in the Framework the 

Management Committee’s role with 
respect to the MPA Federal Advisory 
Committee (MPA FAC) and added two 
members of the MPA FAC as ex officio 
members of the Management 
Committee. Fishery Management 
Councils were already listed as 
members of the Management 
Committee. The public and 
nongovernmental organizations will not 
be members of the Management 
Committee, but their views will be 
represented through the MPA FAC 
which consists of non-federal voting 
members. 

Comment Category 12: Benefits of the 
National System 

Summary: Several comments 
provided editorial suggestions to note 
additional benefits of the national 
system, including greater regulatory 
certainty for ocean industry and 
opportunities for recreational fishing. 
Other comments requested changes to: 
emphasize the role of science in MPA 
design; clarify that ecological 
connectivity exists independent of 
MPAs; discuss the benefits of a ‘‘bottom 
up’’ regional structure; and note the 
responsibilities and benefits to MPA 
sites and programs of joining the 
national system. 

Response: The agencies agree with the 
suggestions for additional benefits of the 
national system, and incorporated these 
ideas into the Framework. Additionally, 
the Framework now clarifies language 
relating to ecological connectivity. The 
agencies believe that the role of science 
in developing and implementing the 
national system, and the benefits of the 
regional structure of the system were 
addressed with existing language. 

Comment Category 13: Tribal Comments 
Summary: One comment was received 

noting the importance of appropriately 
engaging tribal governments in the 
national system development process. 

Response: The agencies agree that 
federally recognized tribes must be 
engaged on a government to government 
basis, but believe that the Framework 
already addresses this issue. The level 
of detail requested in this comment will 
be more appropriately addressed in 
subsequent documents and actions. 

Comment Category 14: Funding 
Summary: Many comments asked for 

an estimation of the costs of 
implementing the national system, 
including funding levels needed to 
implement regional processes as well as 
best estimates of costs associated with a 
state’s involvement in the national 
system. A few comments asked that the 
Framework better address incentives for 
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participation and the need for increased 
funds to encourage state participation. 
One comment suggested the Framework 
be accompanied by a robust request for 
additional resources. 

Response: The agencies agree that a 
detailed estimation of the costs of 
implementing the national system is 
necessary, but should not be part of the 
Framework, which is a broad policy 
document. An estimation of costs will 
be developed as part of a National 
System Action Plan. The agencies agree 
that incentives for participation are 
critical to the success of the national 
system, and have added language to 
note this need. Resources for 
implementation of the MPA Executive 
Order are sought through agencies’ 
federal appropriations processes. 

Comment Category 15: Level of Detail 
Summary: Several comments 

requested that the Framework include 
information on particular steps in the 
national system implementation 
process, such as gap analysis and 
evaluation, and the funding 
requirements of the system. 

Response: The agencies believe that 
this level of detail is outside the scope 
of the Framework as a broad 
programmatic document outlining the 
goals, objectives, functions and 
processes of the national system. The 
MPA Center plans to develop a National 
System Action Plan that will address 
many of these issues in more detail, and 
will be made available to the public. 
Subsequent information on later stages 
of the national system, such as gap 
analysis and evaluation, will be made 
public through the MPA Center’s Web 
site (www.mpa.gov) and national and 
regional outreach efforts. 

Comment Category 16: Draft 
Environmental Assessment 

Summary: One commenter raised 
several issues about the draft 
environmental assessment. These 
comments included: (1) The ‘‘no action’’ 
alternative is misspecified; (2) a 
reasonable range of alternatives was not 
analyzed; and (3) it does not adequately 
describe the affected environment, 
environmental consequences and 
cumulative effects. 

Response: The agencies disagree and 
believe that the EA accurately describes 
the ‘‘no action’’ alternative, assesses a 
reasonable range of alternatives, and 
adequately addresses the affected 
environment, environmental 
consequences and cumulative effects at 
a programmatic level. The Framework 
itself will not have a significant effect 
(positive or negative) on the 
environment as it serves to establish 

administrative, managerial, and 
coordination roles. Any future 
discretionary federal action that might 
have an effect on the human 
environment would require National 
Environmental Policy Act (NEPA) 
compliance either tiered from this EA or 
completed independently by the 
designating program since the MPA 
Center does not have the authority to 
create new MPAs or modify the 
regulatory authority of existing MPAs. 

The ‘‘no action’’ alternative would 
have the ‘‘MPA Executive Order * * * 
stand alone without any further detail of 
the process necessary for developing the 
national system.’’ This alternative 
describes ‘‘no action’’ as it relates to a 
national system Framework, not all 
activities that might be conducted by 
the MPA Center. 

The reason for the simplified range of 
alternatives in the EA is that any 
alternative other than those described 
would simply be a different managerial 
strategy to achieve the goals of the EO. 
As such, because the agencies are bound 
by the EO to achieve certain goals and 
operating procedures, any impact 
analysis of the various organizational 
permutations would show no difference 
between additional potential 
alternatives and the preferred. 

The agencies believe that the level of 
detail in this EA is appropriate for the 
programmatic, broad planning scale of 
the national system Framework. More 
detailed analyses on the affected 
environment, environmental 
consequences, and cumulative effects 
would be provided as needed in any 
tiered or independent NEPA processes 
required for future discretionary federal 
actions associated with the national 
system, such as the creation of new 
MPAs. 

Classification 

Regulatory Planning and Review 

This action is not a regulatory action 
subject to E.O. 12866 (58 FR 51735, 
October 4, 1993). 

Energy Effects 

NOAA and DOl have determined that 
this action will have no effect on energy 
supply, distribution, or use and is 
therefore not a ‘‘significant energy 
action’’ as defined by Executive Order 
13211 (66 FR 28355, May 18, 2001). No 
Statement of Energy Effects is required 
and therefore none has been prepared. 

Government to Government 
Relationship With Tribes 

E.O. 13175—Consultation and 
Coordination with Indian Tribal 
Governments—outlines the 

responsibilities of the Federal 
Government regarding its policies with 
tribal implications, i.e., regulations, 
legislative comments or proposed 
legislation, and other policy statements 
or actions that have substantial direct 
effects on one or more Indian tribes, on 
the relationship between the Federal 
Government and Indian tribes, or on the 
distribution of power and 
responsibilities between the Federal 
Government and Indian tribes (65 FR 
67249, November 9, 2000). Pursuant to 
E.O. 13175, tribal governments were 
consulted in the development of this 
Framework, and NOAA and DOI will 
continue to consult with tribal 
governments as the national system is 
developed. 

Administrative Procedure Act 
Pursuant to authority at 5 U.S.C. 

553(b)(A), prior notice and an 
opportunity for public comment are not 
required to be given, as this document 
concerns agency procedure or practice. 
Nevertheless, NOAA and DOI wanted 
the benefit of the public’s comment and 
therefore provided for two opportunities 
for public comment. 

Dated: November 7, 2008. 
William Corso, 
Deputy Assistant Adminstrator, Ocean 
Services and Coastal Zone Management. 
[FR Doc. E8–27143 Filed 11–18–08; 8:45 am] 
BILLING CODE 3510–08–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

RIN 0648–XL81 

Mid-Atlantic Fishery Management 
Council; Public Meetings 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice of public meetings. 

SUMMARY: The Mid-Atlantic Fishery 
Management Council (Council), its 
Omnibus Annual Catch Limits/ 
Accountability Measures (ACL/AM) 
Committee, its Research Set-Aside 
(RSA) Committee, its Ecosystems and 
Ocean Planning Committee, its Squid, 
Mackerel, and Butterfish Committee, its 
Surfclam/Ocean Quahog Committee, 
and its Executive Committee will hold 
public meetings. 
DATES: The meetings will be held on 
Tuesday, December 9, 2008 through 
Thursday, December 11, 2008. See 
SUPPLEMENTARY INFORMATION for specific 
dates and times. 
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ADDRESSES: The meetings will be held at 
the Gurney’s Inn Resort & Spa, 290 Old 
Montauk Highway, Montauk, NY 11954; 
telephone: (631) 668–2345. 

Council address: Mid-Atlantic Fishery 
Management Council, 300 S. New St., 
Room 2115, Dover, DE 19904; 
telephone: (302) 674–2331. 

FOR FURTHER INFORMATION CONTACT: 
Daniel T. Furlong, Executive Director, 
Mid-Atlantic Fishery Management 
Council; telephone: (302) 674–2331 ext. 
19. 

SUPPLEMENTARY INFORMATION: On 
Tuesday, December 9, The Council will 
convene jointly with the Atlantic States 
Marine Fisheries Commission’s 
(ASMFC) Summer Flounder, Scup, and 
Black Sea Bass Board from 8:30 a.m. 
until 4 p.m. From 4 p.m. until 5:30 p.m., 
the Council’s Omnibus ACL/AM 
Committee will meet. From 7 p.m. until 
8:30 p.m., there will be a RSA 
presentation. On Wednesday, December 
10, concurrent sessions of the RSA 
Committee and the Ecosystems and 
Ocean Planning Committee will meet 
from 8 a.m. until 9:30 a.m. The Council 
will convene at 9:30 and meet until 12 
p.m. From 1 p.m. until 1:15 p.m., there 
will be an awards presentation. The 
Squid, Mackerel, and Butterfish 
Committee will meet from 1:15 p.m. 
until 3:30 p.m. The Surfclam/Ocean 
Quahog Committee will meet from 3:30 
p.m. until 5:30 p.m. On Thursday, 
December 11, the Executive Committee 
will meet from 8 a.m. until 9 a.m. The 
Council will convene at 9 a.m. and meet 
until 12 noon. 

Agenda items by day for the Council’s 
Committees and the Council itself are: 

Tuesday, December 9—The Council 
will convene jointly with the Atlantic 
States Marine Fisheries Commission’s 
(ASFMC) Summer Flounder, Scup, and 
Black Sea Bass Board. They will review 
and discuss the Monitoring Committee’s 
and Advisory Panel’s recommendations 
on summer flounder, scup, and black 
sea bass recreational management 
measures, and develop and approve 
management measures for the 2009 
summer flounder, scup, and black sea 
bass recreational fisheries. The Omnibus 
ACL/AM Committee will review 
Magnuson-Stevens Act (MSA) 
requirements for ACL/AMs, review the 
Council’s comments on National 
Standard (NS) 1 proposed rule, review 
the Council’s prior position on ACL/AM 
approach, and develop a timeline/plan 
of action to address ACL/AM 
requirements. An evening presentation/ 
demonstration of an RSA project 
regarding size and bag limit model for 
party boats will be presented. 

Wednesday, December 10—The RSA 
Committee will review final reports of 
recently released closed out RSA 
awards. The Ecosystems and Ocean 
Planning Committee will prioritize 
future Committee activities. The 
Council will convene to discuss its 
regular business session to approve 
October Council minutes, approve 
actions from the October meeting, and 
receive various organizational reports. 
The Council will then review and 
discuss the Spiny Dogfish Committee’s 
recommendations for the spiny dogfish 
quota and related management measures 
for 2009/10 and beyond fishing years 
and adopt quota and related 
management measures for 2009/10 and 
beyond fishing years. The Fisheries 
Achievement Award and the Ricks E 
Savage Award will be presented. The 
Squid, Mackerel, and Butterfish 
Committee will review and clarify 
Amendment 11 management 
alternatives, to include a mackerel 
limited entry program, essential fish 
habitat (EFH) designations, at-sea 
processing issues, and ACL/AMs. The 
Surfclam/Ocean Quahog Committee will 
review market power analyses for the 
excessive shares issue and discuss 
Fishery Management Plan (FMP) 
objectives and need for changes. 

Thursday, December 11—The 
Executive Committee will report on the 
October Northeast Region Coordinating 
Council (NRCC) meeting and address 
Scientific and Statistical Committee 
(SSC) membership process and 
logistics/mechanics of using the SSC to 
provide advice to the Council. The 
Council will receive a presentation by 
Robert Brock of the National Marine 
Fisheries Service (NMFS) on its 
Research and Management Plan for 
Deep Sea Corals and Sponges. The 
Council will have a brief discussion 
regarding the April 2008 Council intent 
for Tilefish Gear Restricted Areas. The 
Council will hear Committee reports 
and discuss any continuing and new 
business. 

Although non-emergency issues not 
contained in this agenda may come 
before the Council for discussion, these 
issues may not be the subject of formal 
Council action during theses meetings. 
Council action will be restricted to those 
issues specifically listed in this notice 
and any issues arising after publication 
of this notice that require emergency 
action under Section 305(c) of the 
Magnuson-Stevens Act, provided the 
public has been notified of the Council’s 
intent to take final actions to address 
such emergencies. 

Special Accommodations 

These meetings are physically 
accessible to people with disabilities. 
Requests for sign language 
interpretation or other auxiliary aid 
should be directed to M. Jan Bryan, 
(302) 674–2331 ext 18, at least 5 days 
prior to the meeting date. 

Dated: November 13, 2008. 

Tracey L. Thompson, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. E8–27353 Filed 11–18–08; 8:45 am] 

BILLING CODE 3510–22–S 

DEPARTMENT OF DEFENSE 

Department of the Air Force 

Intent To Grant an Exclusive License 

SUMMARY: Pursuant to the provisions of 
Part 404 of Title 37, Code of Federal 
Regulations, the Department of the Air 
Force announces its intention to grant 
Conceptual MindWorks, Inc., a business 
entity of Texas, having a place of 
business at 9830 Colonnade Blvd. Suite 
377, San Antonio, Texas 78230, an 
exclusive license in any right, title and 
interest the Air Force has in: 

U.S. Patent No. 5,856,108 issued 
January 5, 1999, entitled ‘‘Biosynthesis 
of Diazomelanin and 
Diazoluminomelanin and Methods 
Thereof’’ by Johnathan L. Kiel et al., as 
well as other related know-how. 

U.S. Patent No. 5,902,728 issued May 
11, 1999, entitled ‘‘Diazodenitrification 
in Manufacture of Recombinant 
Bacterial Biosensors’’ by Jill E. Parker et 
al., as well as other related know-how. 

FOR FURTHER INFORMATION CONTACT: A 
license for these patents and related 
know-how will be granted unless a 
written objection is filed within fifteen 
(15) days from the date of publication of 
this Notice. Please contact Christopher J. 
Menke, Attorney, Air Force Materiel 
Command Law Office, AFMCLO/JAZ, 
Building 11, Suite D18, 2240 B Street, 
Wright-Patterson AFB OH 45433–7109. 
Telephone: (937) 904–5031; Facsimile 
(937) 255–3733. 

Bao-Anh Trinh, 
Air Force Federal Register Liaison Officer. 
[FR Doc. E8–27458 Filed 11–18–08; 8:45 am] 

BILLING CODE 5001–05–P 
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DEPARTMENT OF DEFENSE 

Department of the Army 

Board of Visitors, Defense Language 
Institute Foreign Language Center 

AGENCY: Department of the Army, DoD. 
ACTION: Notice of open meeting. 

SUMMARY: In accordance with Section 
10(a)(2) of the Federal Advisory 
Committee Act (Pub. L. 92–463), 
announcement is made of the following 
committee meeting: 

Name of Committee: Board of 
Visitors, Defense Language Institute 
Foreign Language Center, Subcommittee 
of the Army Education Advisory 
Committee. 

Date: December 17–18, 2008. 
Place of Meeting: December 17: 

Defense Language Institute Foreign 
Language Center (Monterey I Conference 
Room, Department of Defense Center, 
400 Gigling Road, Seaside, CA 93955). 
December 18: Defense Language 
Institute Foreign Language Center 
(Weckerling Center, Presidio of 
Monterey, Monterey, CA 93944). 

Time of Meeting: Approximately 8 
a.m. through 4:45 p.m. 

Board Mission: The DLIFLC Board of 
Visitors (BoV) is governed by the 
Federal Advisory Committee Act 
(FACA) of 1972, as amended, and is a 
subcommittee of the Army Education 
Advisory Committee (AEAC). The 
purpose of the DLIFLC BoV is to 
provide the Commandant, through the 
Army Education Advisory Committee, 
with advice on matters related to the 
Institute’s mission, specifically: 
academic policies, staff and faculty 
development, student success 
indicators, curricula, educational 
methodology and objectives, program 
effectiveness, instructional methods, 
research, and academic administration. 

Board Membership: The Board is 
composed of 10 members. 
FOR FURTHER INFORMATION CONTACT: Dr. 
Robert Savukinas, ATFL–APO–AR, 
Monterey, CA 93944, 
Robert.Savukinas@us.army.mil, (831) 
242–5828. 
SUPPLEMENTARY INFORMATION: Proposed 
Agenda: The Defense Language Institute 
Board of Visitors will receive briefings 
and information on the Defense 
Language Proficiency Test. The Board 
will deliberate findings and forward 
recommendations. All proceedings are 
open to the public. Advance notice of 
five (5) working days is required to 
observe the meeting. Please contact Dr. 
Savukinas (above) for further 
instructions. 

Public Inquiry at Board Meetings: Any 
member of the public is permitted to file 

a written statement with the DLIFLC 
Board of Visitors. Written statements 
should be sent to the Board Designated 
Federal Officer (DFO) at ATFL–APO– 
AR, Monterey, CA 93944 or faxed to 
(831) 242–5146. Written statements 
must be received no later than five (5) 
working days prior to the next meeting 
in order to provide time for member 
consideration. 

By rule, no member of the public 
attending open meetings will be allowed 
to present questions from the floor or 
speak to any issue under consideration 
by the Board. 

Brenda S. Bowen, 
Army Federal Register Liaison Officer. 
[FR Doc. E8–27433 Filed 11–18–08; 8:45 am] 
BILLING CODE 3710–08–P 

DEPARTMENT OF DEFENSE 

Department of the Army 

Western Hemisphere Institute for 
Security Cooperation Board of 
Visitors; Meeting 

AGENCY: Department of the Army, DoD. 
ACTION: Notice of open meeting. 

SUMMARY: This notice sets forth the 
schedule and summary agenda for the 
fall meeting of the Board of Visitors 
(BoV) for the Western Hemisphere 
Institute for Security Cooperation 
(WHINSEC). Notice of this meeting is 
required under the Federal Advisory 
committee Act (Pub. L. 92–463). The 
Board’s charter was renewed on January 
25, 2008 in compliance with the 
requirements set forth in Title 10 U.S.C. 
2166. 

Date: Friday, December 5, 2008. 
Time: 8 a.m. to 3 p.m. 
Location: WHINSEC, 35 Ridgeway 

Loop, Room 219, Fort Benning, GA. 
Proposed Agenda: The WHINSEC 

BoV will be briefed on activities at the 
Institute since the last Board meeting on 
June 4, 2008 as well as receive other 
information appropriate to its interests. 
FOR FURTHER INFORMATION CONTACT: 
WHINSEC Board of Visitors Secretariat 
at (703) 614–1452. 
SUPPLEMENTARY INFORMATION: At the 
time specified, the meeting is open to 
the public. Pursuant to the federal 
Advisory Committee Act of 1972 and 41 
CFR 102–3.140(c), members of the 
public or interested groups may submit 
written statements to the advisory 
committee for consideration by the 
committee members. Written statements 
should be no longer than two type- 
written pages and sent via fax to (703) 
614–8920 by 5 p.m. EST on Friday, 
November 28, 2008 for consideration at 

this meeting. In addition, public 
comments by individuals and 
organizations may be made from 1 p.m. 
to 1:30 p.m. during the meeting. Public 
comments will be limited to three 
minutes each. Anyone desiring to make 
an oral statement must register by 
sending a fax to (703) 614–8920 with 
their name, phone number, e-mail 
address, and the full text of their 
comments (no longer than two type- 
written pages) by 5 p.m. EST on Friday, 
November 28, 2008. The first ten 
requestors will be notified by 5 p.m. 
EST on Monday, December 1, 2008 of 
their time to address the Board during 
the public comment forum. All other 
comments will be retained for the 
record. Public seating is limited and 
will be available on a first come, first 
serve basis. 

Brenda S. Bowen, 
Army Federal Register Liaison Officer. 
[FR Doc. E8–27439 Filed 11–18–08; 8:45 am] 
BILLING CODE 3710–08–P 

DEPARTMENT OF DEFENSE 

Department of the Army, Corps of 
Engineers 

Intent To Prepare a Draft 
Environmental Impact Statement for 
Conveyance and Seepage Control 
Features Project 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DOD. 
ACTION: Notice of intent. 

SUMMARY: The Conveyance and Seepage 
Control Features (CSCF) project is part 
of the Modified Water Deliveries to 
Everglades National Park Project and is 
authorized by the 1992 General Design 
Memorandum and Environmental 
Impact Statement titled Central and 
Southern Florida Project for Flood 
Control and Other Purposes Modified 
Water Deliveries to Everglades National 
Park. The project will address potential 
features of the L–67A and L–67C levees, 
the L–67A Borrow Canal, and the L–29 
Levee. 

The L–67A and L–67C Levees prevent 
overland flow from Water Conservation 
Area (WCA) 3A to WCA 3B and are 
located in north-central Miami-Dade 
County, FL. The purpose of this project 
is to improve conveyance through the 
L–67A and L–67C Levees to allow water 
to flow from WCA 3A to WCA 3B. The 
Corps proposes to add conveyance 
structures to the L–67A Levee, as well 
as plugs to the L–67A Borrow Canal 
with a boat channel through the middle 
of each plug. The proposed 
modifications for L–67C Levee include 
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gaps through the levee. The L–29 Levee 
may have to be modified as a result of 
increased conveyance through the 
L–67A and L–67C Levees. 

DATES: See SUPPLEMENTARY INFORMATION 
section for scoping meeting date. 

ADDRESSES: U.S. Army Corps of 
Engineers, Planning Division, 
Environmental Branch, P.O. Box 4970, 
Jacksonville, FL 32232–0019. 

FOR FURTHER INFORMATION CONTACT: Mrs. 
Susan Conner at (904) 232–1782 or 
e-mail at 
Susan.L.Conner@usace.army.mil. 

SUPPLEMENTARY INFORMATION: 
a. A scoping letter was sent to invite 

comments on alternatives and issues 
from Federal, State, and local agencies, 
affected Indian tribes, and other 
interested private organizations and 
individuals. The scoping letter was sent 
out in November 2008. A public 
meeting will be held in order to provide 
information on the proposed project and 
gather public comments and concerns. 
The meeting will be held on Thursday, 
November 20, 2008, 7 p.m. at the South 
Florida Water Management District, 
Miami Field Station, 9001 N.W. 58th 
Street, Miami, Florida 33178. 

b. A public meeting will be held after 
release of the Draft Environmental 
Impact Statement. The exact location, 
date, and times will be announced in a 
public notice and local newspapers. 

c. The Draft EIS will analyze the 
potential social, economic, and 
environmental impacts to the local area 
resulting from the proposed project and 
alternatives. Specifically, the following 
major issues will be analyzed in the 
Draft EIS: Hydrologic and hydraulic 
regimes, threatened and endangered 
species, fish and wildlife habitat, 
wetlands, essential fish habitat and 
other marine habitat, air quality, 
cultural resources, alternatives, 
secondary and cumulative impacts, 
socioeconomic impacts, and 
environmental justice). 

d. The Corps will serve as the lead 
Federal agency in the preparation of the 
Draft EIS. The Corps intends to 
coordinate and/or consult with an 
interagency team of Federal and State 
agencies during scoping and preparation 
of during the scoping process whether 
other agencies will serve in an official 
role as cooperating agencies. 

Brenda S. Bowen, 
Army Federal Register Liaison Officer. 
[FR Doc. E8–27434 Filed 11–18–08; 8:45 am] 

BILLING CODE 3720–58–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Corps of 
Engineers 

Intent To Prepare a Draft Environment 
Impact Statement (DEIS) for a 
Proposed Highway Between Bush, LA 
and I–12, in St. Tammany Parish 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 
ACTION: Notice of intent. 

SUMMARY: The U.S. Army Corps of 
Engineers, New Orleans District, 
Regulatory Branch has received a 
request for Department of the Army 
authorization from the Louisiana 
Department of Transportation and 
Development to construct a modern, 
high-speed, 4-lane arterial highway from 
the southern terminus of the current 
modern 4-lane arterial portion of LA 21 
in Bush, LA to I–12 in St. Tammany 
Parish, a distance of between 17.4 and 
21 miles. The project proposes work in 
wetlands and structural crossings of 
various waterways in the project area. 
The EIS will be used to ensure 
compliance with the National 
Environmental Policy Act (NEPA), to 
determine the least damaging, yet 
practicable alternative and as a basis for 
the permit decision. 
FOR FURTHER INFORMATION CONTACT: 
Questions about the proposed action 
and Draft EIS should be directed to: Dr. 
James A. Barlow, Jr. at (504) 862–2250, 
New Orleans District, Corps of 
Engineers, CEMVN ODS, PO Box 60267, 
New Orleans, LA 70160. 
SUPPLEMENTARY INFORMATION: 1. Briefly 
describe the proposed action. The 
proposed project would be designed as 
a rural arterial highway (RA–3) with a 
posted speed limit of 65 mph. The 
exception to this design would be as the 
proposed project transitions into exiting 
roadways. The typical cross section will 
have two, 12-foot travel lanes, an 8–10 
foot outside shoulder and a 4-foot inside 
shoulder in each direction. The median 
width would vary depending upon 
highway design class used ranging 
between 42 and 60 feet, and a minimum 
right-of-way (ROW) dependent upon 
what is needed for the design. The 
initial analysis assumed a minimum of 
250 feet. To assure an adequate 
foundation, existing soils may be 
excavated and hauled-in earthen fill 
obtained from an undisclosed source 
deposited to elevate the highway 
embankment over natural grades. 
Roadway embankments would be 
sloped with inside slopes of 
approximately 6:1 for 26 feet from edge 
of shoulder and then 4:1 thereafter. 

Roadside ditches would be constructed 
as required to reduce ponding along the 
roadway. A typical design of the ditch 
would be 4 feet below existing grade 
with a width of 4 feet. Ditches would be 
employed to divert surface flow to 
structural highway crossings as 
required. Drainage structures would be 
identified so as to have no net impact 
on the drainage of the area when 
considering peak run-off flows during 
the 10-, 50-, and 100-year storms at each 
of these locations. Drainage structures 
could include bridges, reinforced 
concrete boxes, and/or reinforced 
concrete pipes depending on the flow to 
be passed through the structure. 
Limiting access to only existing state 
highways (LA 1088, LA 36, LA 435 and 
LA 21/40/41) has been proposed on at 
least one alternative in response to 
concerns regarding cumulative effects of 
the proposed project. No other 
mitigative measures to avoid or 
minimize project impacts on the 
natural, social and physical 
environments are included in the 
applicant’s project design. 

The applicant has stated that the 
proposed project is needed as an 
alternative North-South connection that 
would potentially reduce congestion 
and delays for those traveling from 
Northern St. Tammany and Washington 
Parishes to I–12. The proposed project 
could increase safety by reducing the 
amount of traffic on existing routes (LA 
41 and LA 21/LA 59/US 190) and 
thereby reducing the potential for 
accidents. Additionally, the resulting 
travel time savings would help support/ 
enhance potential economic 
development in North St. Tammany and 
Washington Parishes. Finally, the 
applicant is obliged to construct a 4-lane 
or more highway from Bush, LA to I–12, 
to comply with Louisiana Revised 
Statute (R.S.) 47:820.2.B (e). 

The proposed project would adversely 
affect wetlands, which are regulated by 
the Corps, and requires a permit 
pursuant to Section 10 of the Rivers and 
Harbors Act of March 3, 1899 and 
Section 404 of the Clean Water Act. 
Because the proposed project would 
require federal involvement, it is subject 
to NEPA. The Corps prepared an 
environmental assessment that 
documented potential direct, secondary 
and cumulative adverse affects the 
proposed project would have on the 
social, physical and natural 
environments of the project area. 
Information used in the preparation of 
the EA was developed by the applicant 
and/or independently by the Corps. The 
Corps concluded that the proposed 
project had the potential for significant 
impacts to the human, natural and 
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physical environments. The National 
Environmental Policy Act (NEPA) 
requires the preparation of an EIS for 
proposals that are subject to federal 
funding, control, responsibility and 
permitting, and which have the 
potential for significant impacts. 

2. Briefly describe reasonable 
alternatives. The basic purpose of the 
proposed project is to provide for 
regional transportation needs. As such, 
the proposed project does not require 
siting within a special aquatic site to 
fulfill its basic purpose and therefore 
practicable alternatives that do not 
involve special aquatic sites are 
presumed to be available, unless clearly 
demonstrated otherwise. Including the 
‘‘no build’’ alternative the applicant 
evaluated 18 alternatives. Based on 
information provided by the applicant, 
all alternatives considered could 
potentially impact special aquatic sites 
over which the Corps has jurisdiction. 
Rough estimates of potential direct 
wetland impacts range from 75 to 475 
acres. The applicant also determined 
that all alternatives were practicable 
based on cost, existing technology, and 
logistics. However, in light of the 
applicant’s project purposes, the 
applicant deemed only six alternatives 
to be practicable. 

3. Briefly describe the Corps’ scoping 
process which is reasonably foreseeable 
for the DEIS under consideration. The 
description: 

a. The Corps invites full public 
participation to promote open 
communication on the issues 
surrounding the proposal. All Federal, 
State, and local agencies, and other 
persons or organizations that have an 
interest are urged to participate in the 
NEPA scoping process. A public 
meeting will be held to help identify 
significant issues and to receive public 
input and comment into the scoping 
process. 

b. The DEIS will analyze the potential 
social, economic, and natural 
environmental impacts to the local area 
resulting from the proposed project. 
Specifically, the following major issues 
will be analyzed in depth in the DEIS: 
drain patterns, air quality, water quality, 
suspended particulates/turbidity, flood 
control functions, special aquatic sites, 
fish and wildlife habitat, endangered or 
threatened species, biological 
availability of possible contaminants, 
floodplain use, aesthetics, traffic/ 
transportation patterns, land use 
changes, economic impacts, public 
safety, noise, consideration of private 
property, cultural resources, 
alternatives, secondary and cumulative 
impacts, environmental justice (effect 
on minorities and low income groups), 

and protection of children (Executive 
Order 13045). 

c. The Corps will serve as the lead 
Federal agency in the preparation of the 
DEIS. It is anticipated that the following 
agencies will be invited and will accept 
cooperating agency status for the 
preparation of the DEIS: U.S. 
Environmental Protection Agency and 
U.S. Department of the Interior, Fish 
and Wildlife Service. 

d. The Corps will use a ‘‘third party 
contractor’’ to prepare all or part of the 
EIS or to obtain required information 
(40 CFR 1500–1508). ‘‘Third party 
contract’’ refers to the preparation of an 
EIS by a contractor paid by the 
applicant but who is selected and 
supervised directly by the district 
engineer. Contractor election by the 
Corps for a Regulatory Program EIS will 
be as follows: The Corps will select from 
the applicant’s list the first contractor 
that is fully acceptable to the Corps, 
using the applicant’s order of 
preference; this selection is finalized by 
the applicant’s selection of the same 
contractor. The procedures outlined in 
40 CFR 1500–1508 and CEQ’s forty 
questions must be followed. 
Furthermore, the Corps is responsible 
for final acceptance of the draft and 
final EIS. 

4. The date, time and location of the 
scoping meeting have not been 
determined. The public will be notified 
of the scoping meeting information by 
separate public notice posted on the 
New Orleans District web page (http:// 
www.mvn.usace.army.mil/ops/ 
regulatory/publicnotices.asp). 

5. The earliest that the DEIS is 
expected to be available for public 
review is January of 2010. 

Brenda S. Bowen, 
Army Federal Register Liaison Officer. 
[FR Doc. E8–27438 Filed 11–18–08; 8:45 am] 
BILLING CODE 3720–58–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Corps of 
Engineers 

Missouri River Recovery 
Implementation Committee; Meeting 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 
ACTION: Notice of meeting. 

SUMMARY: In accordance with Section 
5018(b) of the Water Resources Act of 
2007, announcement is made of the 
following committee meeting: 

Name of Committee: Missouri River 
Recovery Implementation Committee. 

Date: December 16–18, 2008. 

Time: 8 a.m.–7 p.m. (December 16, 
2008). 

8 a.m.–7 p.m. (December 17, 2008). 
7 a.m.–1 p.m. (December 18, 2008). 

Place: Doubletree Hotel Downtown, 
Omaha, NE 68102. 
FOR FURTHER INFORMATION CONTACT: 
Mary Roth, U.S. Army Corps of 
Engineers, Northwestern Division, 1616 
Capitol Avenue, Suite 365, Omaha, NE 
68102–4909. 
SUPPLEMENTARY INFORMATION: This will 
be the second meeting of the Missouri 
River Recovery Implementation 
Committee (Committee). Members of the 
public may attend the meeting in 
person. Seating is limited and is 
available on a first-come, first-served 
basis. Participation by the public is 
scheduled for 6 p.m.–6:30 p.m. on 
December 16th and 17th and 12 p.m.– 
12:30 p.m. on December 18th. 

Proposed Agenda: The goals of the 
meeting are to: take steps on selecting a 
Committee Chair and Vice-Chair; take 
steps on selecting a Third Party 
facilitation team and notetaker; provide 
an update on the Missouri River 
Ecosystem Restoration Plan and 
determine how the MRRIC fits into the 
process; gather information on the 
Missouri River Recovery Program, the 
Corps’ Work Plan Process, and learn 
about opportunities for the MRRIC to 
have input on the 2010 and 2011 Work 
Plans; learn about the Corps’ Integrated 
Science Program, especially as it relates 
to the Pallid Sturgeon; learn about the 
Biological Opinion, the Endangered 
Species Act, and recovery goals; hear 
workgroup updates; and establish a 
date, location, and draft agenda for the 
next MRRIC meeting. 

Members of the public may make oral 
comments at the meeting or submit 
written comments. In general, each 
individual or group making an oral 
presentation will be limited to five 
minutes, and total oral comments will 
be limited to one-half hour each day. 
Written comments received far enough 
in advance of the meeting may be 
provided to the Committee prior to the 
meeting; comments received too near 
the meeting date to allow for 
distribution will be provided to the 
Committee at the meeting. Comments 
submitted during or after the meeting 
will be accepted but may not be 
provided to the Committee until after 
the meeting. 

Any member of the public who 
desires further information concerning 
the meeting or wishes to submit oral or 
written comments should contact Mary 
Roth at the address shown in (see 
ADDRESSES). Requests to make oral 
comments must be in writing (or by 
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e-mail to mary.s.roth@usace.army.mil) 
and received by Ms. Roth no later than 
5 p.m. Central Daylight Time on 
December 12, 2008. 

Dated: November 12, 2008. 
Lawrence J. Cieslik, 
Deputy Director, Programs—Missouri River, 
Chief, Missouri River Basin Water 
Management, Northwestern Division, U.S. 
Army Corps of Engineers. 
[FR Doc. E8–27432 Filed 11–18–08; 8:45 am] 
BILLING CODE 3710–58–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 
SUMMARY: The IC Clearance Official, 
Regulatory Information Management 
Services, Office of Management, invites 
comments on the proposed information 
collection requests as required by the 
Paperwork Reduction Act of 1995. 
DATES: Interested persons are invited to 
submit comments on or before January 
20, 2009. 
SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The IC Clearance 
Official, Regulatory Information 
Management Services, Office of 
Management, publishes that notice 
containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 

in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: November 10, 2008. 
Angela C. Arrington, 
IC Clearance Official, Regulatory Information 
Management Services, Office of Management. 

Office of Special Education and 
Rehabilitative Services 

Type of Review: Extension of a 
currently approved collection. 

Title: Annual Vocational 
Rehabilitation Program/Cost Report 
(RSA–2). 

Frequency: Annually. 
Affected Public: State, Local, or Tribal 

Gov’t, SEAs or LEAs. 
Reporting and Recordkeeping Hour 

Burden: 
Responses: 80. 
Burden Hours: 385. 

Abstract: The Annual Vocational 
Rehabilitation Program/Cost Report 
(RSA–2) collects data on the vocational 
rehabilitation (VR) and supported 
employment (SE) program activities for 
agencies funded under the 
Rehabilitation Act of 1973, as amended 
(Rehabilitation Act). The RSA–2 
captures: 

• Expenditures for the VR and SE 
programs by category; 

• Expenditures for the VR and SE 
programs by provider; 

• Expenditures for the VR and SE 
programs by numbers of individuals 
served; 

• The costs of types of services 
provided; 

• A breakdown of staff of the VR 
agencies; 

• A breakdown of grant funds used 
from the current grant year; 

• Funds carried over from prior years; 
and 

• Funds carried over to future years. 
These data are used to evaluate and 

monitor the financial performance and 
programmatic achievements of VR 
agencies. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 3909. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 

LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 

[FR Doc. E8–27391 Filed 11–18–08; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Catalog of Federal Domestic 
Assistance (CFDA) Number: 84.372A; 
Statewide Longitudinal Data Systems 

AGENCY: Institute of Education Sciences 
(IES), Department of Education. 
ACTION: Notice reopening the Statewide 
Longitudinal Data Systems fiscal year 
(FY) 2009 competition. 

SUMMARY: On June 26, 2008, we 
published in the Federal Register (73 
FR 36305) a notice inviting applications 
for the Statewide Longitudinal Data 
Systems FY 2009 competition. That 
notice established a September 25, 2008, 
deadline date for eligible applicants to 
apply for funding under this program. 
As a result of the notice published on 
June 26, 2008, 34 eligible entities 
submitted applications. A number of 
applicants, however, experienced 
difficulty with submitting their 
applications electronically, and, as a 
result, a few applications were received 
shortly after the original deadline. 

In order to ensure fairness and afford 
as many eligible applicants as possible 
an opportunity to be considered for 
funding under this program, we are 
reopening the Statewide Longitudinal 
Data Systems FY 2009 competition to 
eligible applicants that were not able to 
submit applications by the original 
deadline date. Thus, we will consider as 
received timely, all of the applications 
we received through Grants.gov to this 
date, and will consider as timely any 
additional applications or amendments 
submitted through paper submission by 
the new deadline date established in 
this notice. All information in the June 
26, 2008 notice remains the same for 
new applications and revisions to 
previously submitted applications 
submitted in response to this reopening 
notice, except for the following updates 
to the DATES section and section V. 
Submission of Applications. 
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DATES: Applications Available: 
November 19, 2008. 

Note: The application package for this 
competition and instructions are available at 
the following Internet address: http:// 
nces.ed.gov/Programs/SLDS/ 
grant_opportunities.asp. 

Deadline for Transmittal of 
Applications: November 26, 2008. 

V. Submission of New Applications or 
Revisions to Previously Submitted 
Applications 

New applications or revisions to 
previously submitted applications for 
grants under this program must be 
submitted in paper format by mail or 
hand delivery. 

a. Submission of Applications by Mail 

If you submit your new application or 
revisions to a previously submitted 
application by mail (through the U.S. 
Postal Service or a commercial carrier), 
you must mail the original and two 
copies of your new application or 
revisions to a previously submitted 
application, on or before the application 
deadline date, to the Department at the 
following address: U.S. Department of 
Education, Application Control Center, 
Attention: (CFDA Number 84.372A), LBJ 
Basement Level 1, 400 Maryland 
Avenue, SW., Washington, DC 20202– 
4260. 

You must show proof of mailing 
consisting of one of the following: 

(1) A legibly dated U.S. Postal Service 
postmark. 

(2) A legible mail receipt with the 
date of mailing stamped by the U.S. 
Postal Service. 

(3) A dated shipping label, invoice, or 
receipt from a commercial carrier. 

(4) Any other proof of mailing 
acceptable to the Secretary of the U.S. 
Department of Education. 

If you mail your new application or 
revisions to a previously submitted 
application through the U.S. Postal 
Service, we do not accept either of the 
following as proof of mailing: 

(1) A private metered postmark. 
(2) A mail receipt that is not dated by 

the U.S. Postal Service. 
If your new application or revision to 

a previously submitted application is 
postmarked after the application 
deadline date, we will not consider your 
new application or revisions to a 
previously submitted application. 

Note: The U.S. Postal Service does not 
uniformly provide a dated postmark. Before 
relying on this method, you should check 
with your local post office. 

b. Submission of Applications by Hand 
Delivery 

If you submit your new application or 
revisions to a previously submitted 
application by hand delivery, you (or a 
courier service) must deliver the 
original and two copies of your new 
application or revisions to a previously 
submitted application by hand, on or 
before the application deadline date, to 
the Department at the following address: 
U.S. Department of Education, 
Application Control Center, Attention: 
(CFDA Number: 84.372A), 550 12th 
Street, SW., Room 7041, Potomac Center 
Plaza, Washington, DC 20202–4260. 

The Application Control Center 
accepts hand deliveries daily between 
8:00 a.m. and 4:30:00 p.m., Washington, 
DC time, except Saturdays, Sundays, 
and Federal holidays. 

Note for Mail or Hand Delivery of 
Paper Applications: If you mail or hand 
deliver your new application or 
revisions to a previously submitted 
application to the Department— 

(1) You must indicate on the envelope 
and—if not provided by the 
Department—in Item 11 of the SF 424 
the CFDA number, including suffix 
letter, if any, of the competition under 
which you are submitting your 
application; and 

(2) The Application Control Center 
will mail to you a notification of receipt 
of your grant application. If you do not 
receive this notification within 15 
business days from the application 
deadline date, you should call the U.S. 
Department of Education Application 
Control Center at (202) 245–6288. 
FOR FURTHER INFORMATION CONTACT: Tate 
Gould, U.S. Department of Education, 
National Center for Education Statistics, 
1990 K Street, NW., Room 9023, 
Washington, DC 20006–5651. 
Telephone: (202) 219–7080 or via 
Internet: Tate.Gould@ed.gov. 

If you use a telecommunications 
device for the deaf (TDD), you may call 
the Federal Relay Service (FRS) at 1– 
800–877–8339. Individuals with 
disabilities may obtain this notice in an 
alternative format (e.g., braille, large 
print, audiotape, or computer diskette) 
on request to the contact person listed 
in this section. 

Electronic Access to This Document: 
You may view this document, as well as 
other Department of Education 
documents published in the Federal 
Register, in text or Adobe Portable 
Document Format (PDF) on the Internet 
at the following site: http://www.ed.gov/ 
news/fedregister. 

To use PDF you must have Adobe 
Acrobat Reader, which is available free 
at this site. If you have questions about 

using PDF, call the U.S. Government 
Printing Office (GPO), toll free, at 1– 
888–293–6498; or in the Washington, 
DC area at (202) 512–1530. 

Note: The official version of this document 
is the document published in the Federal 
Register. Free Internet access to the official 
edition of the Federal Register and the Code 
of Federal Regulations is available on GPO 
Access at: www.gpoaccess.gov/nara/ 
index.html. 

Program Authority: 20 U.S.C. 9607. 

Dated: November 13, 2008. 
Grover J. Whitehurst, 
Director, Institute of Education Sciences. 
[FR Doc. E8–27463 Filed 11–18–08; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[P–13295–000] 

BPUS Generation Development, LLC; 
Notice of Application for Preliminary 
Permit Accepted for Filing and 
Soliciting Comments, Motions To 
Intervene, and Protests 

November 13, 2008. 
On October 2, 2008, BPUS Generation 

Development LLC filed an application, 
pursuant to section 4(f) of the Federal 
Power Act (FPA), to study the proposed 
Duffey Lakes Pumped Storage Project. 
The proposed project would be located 
in Snohomish and King Counties, 
Washington. The project facilities 
would be partially located on federal 
lands administered by the U.S. 
Department of Agriculture Forest 
Service. 

The proposed project would consist 
of: (1) An expanded Duffey Lakes as the 
upper reservoir; (2) an expanded Lake 
Cavanaugh as the lower reservoir; (3) a 
new powerhouse containing four pump/ 
turbine-generator units with a combined 
capacity of 1,150 megawatts (MW); (4) a 
new intake structure, headrace tunnel, 
and two tailraces; (5) a new 5.0-mile- 
long, 500-kilovolt transmission line, and 
(5) appurtenant facilities. The proposed 
project would have an average annual 
generation of 3,293 gigawatt-hours 
(GWh). 

Applicant Contact: Mr. Jeffrey M. 
Auser, P.E., BPUS Generation 
Development LLC, 225 Greenfield 
Parkway, Suite 201, Liverpool, NY 
13088, (315) 413–2821. 

FERC Contact: Jake Tung, (202) 502– 
8757. 

Deadline for filing comments, motions 
to intervene, competing applications 
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(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at  
http://www.ferc.gov/filing- 
comments.asp. More information about 
this project can be viewed or printed on 
the ‘‘eLibrary’’ link of the Commission’s 
Web site at http://www.ferc.gov/docs- 
filing/elibrary.asp. Enter the docket 
number (P–13295) in the docket number 
field to access the document. For 
assistance, call toll-free 1–866–208– 
3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27414 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP09–18–000] 

Dominion Transmission, Inc.; Notice of 
Application 

November 13, 2008. 
Take notice that on October 31, 2008, 

Dominion Transmission, Inc. (DTI), 120 
Tredegar Street, Richmond, VA 23219, 
filed an application in Docket No. 
CP09–18–000, pursuant to section 7(c) 
of the Natural Gas Act (NGA) and Part 
157 of the Commission’s regulations, for 
a certificate of public convenience and 
necessity to construct, install, own, 
operate and maintain 9.42 miles of 24- 
inch-diameter loop pipeline in Greene 
County, Pennsylvania and a rewheel of 
an existing compressor station turbine 
in Wetzal County, West Virginia 
(Dominion Hub III Project). The project 
will allow existing DTI firm 
transportation customers to move a total 
224,317 Dth per day of their existing 
firm receipt rights to the planned 
interconnection with Rockies Express 
Pipeline LLC in Clarington, Ohio. DTI 
proposes to charge shippers using the 
new Clarington receipt point an 

incremental surcharge in addition to 
their existing firm transportation rates. 

Any questions regarding this 
application should be directed to 
Matthew R. Bley, Manager, Gas 
Transmission Certificates, Dominion 
Transmission, Inc., 120 Tredegar Street, 
Richmond, VA 23219, telephone no. 
(804) 819–2877, facsimile no. (804) 819– 
2064 and e-mail: 
Matthew.R.Bley@dom.com. 

Pursuant to section 157.9 of the 
Commission’s rules, 18 CFR 157.9, 
within 90 days of this Notice the 
Commission staff will either complete 
its environmental assessment (EA) and 
place it into the Commission’s public 
record (eLibrary) for this proceeding; or 
issue a Notice of Schedule for 
Environmental Review. If a Notice of 
Schedule for Environmental Review is 
issued, it will indicate, among other 
milestones, the anticipated date for the 
Commission staff’s issuance of the final 
environmental impact statement (FEIS) 
or EA for this proposal. The filing of the 
EA in the Commission’s public record 
for this proceeding or the issuance of a 
Notice of Schedule for Environmental 
Review will serve to notify federal and 
state agencies of the timing for the 
completion of all necessary reviews, and 
the subsequent need to complete all 
federal authorizations within 90 days of 
the date of issuance of the Commission 
staff’s FEIS or EA. 

There are two ways to become 
involved in the Commission’s review of 
this project. First, any person wishing to 
obtain legal status by becoming a party 
to the proceedings for this project 
should, on or before the comment date 
stated below, file with the Federal 
Energy Regulatory Commission, 888 
First Street, NE., Washington, DC 20426, 
a motion to intervene in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 385.214 or 385.211) 
and the Regulations under the NGA (18 
CFR 157.10). A person obtaining party 
status will be placed on the service list 
maintained by the Secretary of the 
Commission and will receive copies of 
all documents filed by the applicant and 
by all other parties. A party must submit 
14 copies of filings made with the 
Commission and must mail a copy to 
the applicant and to every other party in 
the proceeding. Only parties to the 
proceeding can ask for court review of 
Commission orders in the proceeding. 

However, a person does not have to 
intervene in order to have comments 
considered. The second way to 
participate is by filing with the 
Secretary of the Commission, as soon as 
possible, an original and two copies of 
comments in support of or in opposition 

to this project. The Commission will 
consider these comments in 
determining the appropriate action to be 
taken, but the filing of a comment alone 
will not serve to make the filer a party 
to the proceeding. The Commission’s 
rules require that persons filing 
comments in opposition to the project 
provide copies of their protests only to 
the party or parties directly involved in 
the protest. 

Persons who wish to comment only 
on the environmental review of this 
project should submit an original and 
two copies of their comments to the 
Secretary of the Commission. 
Environmental commentors will be 
placed on the Commission’s 
environmental mailing list, will receive 
copies of the environmental documents, 
and will be notified of meetings 
associated with the Commission’s 
environmental review process. 
Environmental commentors will not be 
required to serve copies of filed 
documents on all other parties. 
However, the non-party commentors 
will not receive copies of all documents 
filed by other parties or issued by the 
Commission (except for the mailing of 
environmental documents issued by the 
Commission) and will not have the right 
to seek court review of the 
Commission’s final order. 

The Commission strongly encourages 
electronic filings of comments, protests 
and interventions in lieu of paper using 
the ‘‘eFiling’’ link at http:// 
www.ferc.gov. Persons unable to file 
electronically should submit an original 
and 14 copies of the protest or 
intervention to the Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: December 4, 2008. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27412 Filed 11–18–08; 8:45 am] 

BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13197–000] 

FFP Missouri 16, LLC; Notice of 
Preliminary Permit Applications 
Accepted for Filing and Soliciting 
Comment, Motions To Intervene, and 
Competing Applications 

November 12, 2008. 

On April 22, 2008, FFP Missouri 16, 
LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 16 Project, to be located 
on the Missouri River in Boone and 
Moniteau Counties, Missouri. 

The proposed Missouri River 16 
Project consists of: (1) 4,020 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 80.4 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 16, LLC, project would 
have an average annual generation of 
352.15 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 16, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at 
http://www.ferc.gov/filing- 
comments.asp. More information about 
this project can be viewed or printed on 
the ‘‘eLibrary’’ link of Commission’s 
Web site at 
http://www.ferc.gov/docs-filing/ 
elibrary.asp. Enter the docket number 
(P–13197) in the docket number field to 

access the document. For assistance, 
call toll-free 1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27366 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[FFP Missouri 17, LLC; Project No. 13198– 
000] 

Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 
On April 22, 2008, FFP Missouri 17, 

LLC, each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 17 Project, to be located 
on the Missouri River in Cooper, Boone 
and Moniteau Counties, Missouri. 

The proposed Missouri River 17 
Project consists of: (1) 2,280 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 45.6 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 17, LLC, project would 
have an average annual generation of 
199.73 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 17, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at http: 
//www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 

link of the Commission’s Web site at 
http://www.ferc.gov/docs-filing/ 
elibrary.asp. Enter the docket number 
(P–13198) in the docket number field to 
access the document. For assistance, 
call toll-free 1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27367 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13199–000] 

FFP Missouri 18, LLC; Notice of 
Preliminary Permit Applications 
Accepted for Filing and Soliciting 
Comment, Motions To Intervene, and 
Competing Applications 

November 12, 2008. 
On April 22, 2008, FFP Missouri 18, 

LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 18 Project, to be located 
on the Missouri River in Cooper, Boone 
and Howard Counties, Missouri. 

The proposed Missouri River 18 
Project consists of: (1) 1,980 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 39.6 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 18, LLC, project would 
have an average annual generation of 
173.45 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 18, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
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Commission’s Web site located at  
http://www.ferc.gov/filing- 
comments.asp. More information about 
this project can be viewed or printed on 
the ‘‘eLibrary’’ link of Commission’s 
Web site at http://www.ferc.gov/docs- 
filing/elibrary.asp. Enter the docket 
number (P–13199) in the docket number 
field to access the document. For 
assistance, call toll-free 1–866–208– 
3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27368 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13200–000; Project No. 13201– 
000] 

FFP Missouri 19, LLC; FFP Missouri 
20, LLC; Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 
On April 15, 2008, FFP Missouri 19, 

LLC and FFP Missouri 20, LLC each 
filed an application, pursuant to section 
4(f) of the Federal Power Act, proposing 
to study the feasibility of the Missouri 
19 and Missouri 20 Projects, to be 
located on the Missouri River in Saline, 
Cooper, and Howard Counties, 
Missouri. 

The proposed Missouri 19 Project 
consists of: (1) 4,860 proposed 20 
kilowatt Free Flow generating units 
having a total installed capacity of 97.2 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 19, LLC, project would 
have an average annual generation of 
425.74 gigawatt-hours and be sold to a 
local utility. 

The proposed Missouri 20 Project 
consists of: (1) 1,800 proposed 20 
kilowatt Free Flow generating units 
having a total installed capacity of 36 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 20, LLC, project would 
have an average annual generation of 
157.68 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 19, LLC and FFP Missouri 20, 
LLC, 69 Bridge Street, Manchester, MA 
01944, phone (978) 232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 

(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at http:// 
www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at http:// 
www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13200 or P– 
13201) in the docket number field to 
access the document. For assistance, 
call toll-free 1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27369 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[FFP Missouri 21, LLC; Project No. 13202– 
000] 

Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 
On April 22, 2008, FFP Missouri 21, 

LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 21 Project, to be located 
on the Missouri River in Saline, 
Chariton, and Howard Counties, 
Missouri. 

The proposed Missouri River 21 
Project consists of: (1) 9,300 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 186 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 21, LLC, project would 
have an average annual generation of 
814.68 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 21, LLC, 69 Bridge Street, 

Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at 
http: 
//www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at 
http: 
//www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13202) in 
the docket number field to access the 
document. For assistance, call toll-free 
1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27370 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13204–000] 

FFP Missouri 23, LLC; Notice of 
Preliminary Permit Applications 
Accepted for Filing and Soliciting 
Comments, Motions To Intervene, and 
Competing Applications 

November 12, 2008. 
On April 22, 2008, FFP Missouri 22, 

LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 23 Project, to be located 
on the Missouri River in Saline and 
Carroll Counties, Missouri. 

The proposed Missouri River 23 
Project consists of: (1) 7,080 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 141.6 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
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FFP Missouri 23, LLC, project would 
have an average annual generation of 
620.21 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 23, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at 
http: 
//www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at 
http: 
//www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13204) in 
the docket number field to access the 
document. For assistance, call toll-free 
1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27371 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13205–000; FFP Missouri 24, 
LLC] 

Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 
On April 22, 2008, FFP Missouri 24, 

LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 24 Project, to be located 
on the Missouri River in Saline, 

Lafayette, and Carroll Counties, 
Missouri. 

The proposed Missouri River 24 
Project consists of: (1) 9,900 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 198 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 24, LLC, project would 
have an average annual generation of 
867.24 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, 
FFP Missouri 24, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at http:// 
www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at http:// 
www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13205) in 
the docket number field to access the 
document. For assistance, call toll-free 
1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27372 Filed 11–18–08; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[FFP Missouri 25, LLC; Project No. 13206– 
000] 

Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 

On April 22, 2008, FFP Missouri 25, 
LLC each filed an application, pursuant 
to section 4(f) of the Federal Power Act, 
proposing to study the feasibility of the 
Missouri River 25 Project, to be located 
on the Missouri River in Ray, Lafayette, 
and Jackson Counties, Missouri. 

The proposed Missouri River 25 
Project consists of: (1) 8,400 proposed 
20 kilowatt Free Flow generating units 
having a total installed capacity of 168 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 25, LLC, project would 
have an average annual generation of 
735.84 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 25, LLC, 69 Bridge Street, 
Manchester, MA 01944, phone (978) 
232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at 
http://www.ferc.gov/filing- 
comments.asp. More information about 
this project can be viewed or printed on 
the ‘‘eLibrary’’ link of Commission’s 
Web site at 
http: 
//www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13206) in 
the docket number field to access the 
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document. For assistance, call toll-free 
1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27373 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[FFP Missouri 26, LLC, Project No. 13207– 
000, FFP Missouri 27, LLC, Project No. 
13208–000] 

Notice of Preliminary Permit 
Applications Accepted for Filing and 
Soliciting Comment, Motions To 
Intervene, and Competing Applications 

November 12, 2008. 
On April 15, 2008, FFP Missouri 26, 

LLC and FFP Missouri 27, LLC each 
filed an application, pursuant to section 
4(f) of the Federal Power Act, proposing 
to study the feasibility of the Missouri 
26 and Missouri 27 Projects, to be 
located on the Missouri River in Clay 
and Jackson Counties, Missouri. 

The proposed Missouri 26 Project 
consists of: (1) 3,720 proposed 20 
kilowatt Free Flow generating units 
having a total installed capacity of 97.2 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 26, LLC, project would 
have an average annual generation of 
74.4 gigawatt-hours and be sold to a 
local utility. 

The proposed Missouri 27 Project 
consists of: (1) 7,860 proposed 20 
kilowatt Free Flow generating units 
having a total installed capacity of 157.2 
megawatts, (2) a proposed transmission 
line, and (3) appurtenant facilities. The 
FFP Missouri 27, LLC, project would 
have an average annual generation of 
688.54 gigawatt-hours and be sold to a 
local utility. 

Applicant Contact: Mr. Dan Irvin, FFP 
Missouri 26, LLC and FFP Missouri 27, 
LLC, 69 Bridge Street, Manchester, MA 
01944, phone (978) 232–3536. 

FERC Contact: Robert Bell, (202) 502– 
6062. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 

electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at http:// 
www.ferc.gov/filing-comments.asp. 
More information about this project can 
be viewed or printed on the ‘‘eLibrary’’ 
link of Commission’s Web site at http:// 
www.ferc.gov/docs-filing/elibrary.asp. 
Enter the docket number (P–13207 or P– 
13208) in the docket number field to 
access the document. For assistance, 
call toll-free 1–866–208–3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27374 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 2354–103] 

Georgia Power Company; Notice of 
Application for Amendment of License 
and Soliciting Comments, Motions To 
Intervene, and Protests 

a. Type of Application: Non-project 
use of project lands and waters. 

b. Project Number: 2354–103. 
c. Date Filed: October 24, 2008. 
d. Applicant: Georgia Power 

Company. 
e. Name of Project: North Georgia 

Hydroelectric Project. 
f. Location: The LaPrades Marina is 

located in the Wildcat Creek cove on 
Lake Burton in Rabun County, Georgia. 

g. Filed Pursuant to: Federal Power 
Act, 16 U.S.C. 791(a) 825(r) and § 799 
and 801. 

h. Applicant Contact: Ms. Wanda 
Greene, Compliance & Forestry 
Manager, Georgia Power Company, 
telephone: (404) 506–2392. 

i. FERC Contact: Any questions on 
this notice should be addressed to 
Christopher Yeakel at (202) 502–8132, 
or e-mail address: 
christopher.yeakel@ferc.gov. 

j. Deadline for filing comments and/ 
or motions: December 12, 2008. 

k. Description of Request: Georgia 
Power Company requests approval to 
permit Vinings Marine Group, LLC, to: 
(1) Remove two existing docks with a 
total capacity of 62 watercraft; (2) 
remove 7 existing boathouses; (3) 

construct four new covered boat docks 
with a total capacity of 140 watercraft; 
(4) construct one new uncovered dock 
with a capacity of 40 watercraft; and (5) 
construct 16 new boathouses. The 
existing boat ramp and two fuel docks 
would remain. No dredging is proposed. 
In developing the application, the 
licensee consulted with the U.S. Fish 
and Wildlife Service, the Georgia 
Department of Natural Resources, 
Wildlife Resources and Law 
Enforcement Divisions, and the Georgia 
State Historic Preservation Officer. 

l. Locations of the Application: A 
copy of the application is available for 
inspection and reproduction at the 
Commission’s Public Reference Room, 
located at 888 First Street, NE., Room 
2A, Washington, DC 20426, or by calling 
(202) 502–8371. This filing may also be 
viewed on the Commission’s Web site at 
http://www.ferc.gov using the 
‘‘eLibrary’’ link. Enter the docket 
number excluding the last three digits in 
the docket number field (p–2354) to 
access the document. You may also 
register online at http://www.ferc.gov/ 
docs-filing/esubscription.asp to be 
notified via e-mail of new filings and 
issuances related to this or other 
pending projects. For assistance, call 1– 
866–208–3372 or e-mail 
FERCOnlineSupport@ferc.gov, for TTY, 
call (202) 502–8659. A copy is also 
available for inspection and 
reproduction at the address in item (h) 
above. 

m. Individuals desiring to be included 
on the Commission’s mailing list should 
so indicate by writing to the Secretary 
of the Commission. 

n. Comments, Protests, or Motions to 
Intervene—Anyone may submit 
comments, a protest, or a motion to 
intervene in accordance with the 
requirements of Rules of Practice and 
Procedure, 18 CFR 385.210, .211, .214. 
In determining the appropriate action to 
take, the Commission will consider all 
protests or other comments filed, but 
only those who file a motion to 
intervene in accordance with the 
Commission’s Rules may become a 
party to the proceeding. Any comments, 
protests, or motions to intervene must 
be received on or before the specified 
comment date for the particular 
application. 

o. Filing and Service of Responsive 
Documents—Any filings must bear in 
all capital letters the title 
‘‘COMMENTS,’’ 
‘‘RECOMMENDATIONS FOR TERMS 
AND CONDITIONS,’’ ‘‘PROTEST,’’ OR 
‘‘MOTION TO INTERVENE,’’ as 
applicable, and the Project Number of 
the particular application to which the 
filing refers (p–2354–103). All 
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documents (original and eight copies) 
should be filed with: Kimberly D. Bose, 
Secretary, Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. A copy of any 
motion to intervene must also be served 
upon each representative of the 
Applicant specified in the particular 
application. 

p. Agency Comments—Federal, state, 
and local agencies are invited to file 
comments on the described application. 
A copy of the application may be 
obtained by agencies directly from the 
Applicant. If an agency does not file 
comments within the time specified for 
filing comments, it will be presumed to 
have no comments. One copy of an 
agency’s comments must also be sent to 
the Applicant’s representatives. 

q. Comments, protests and 
interventions may be filed electronically 
via the Internet in lieu of paper. See, 18 
CFR 385.2001(a)(1)(iii) and the 
instructions on the Commission’s Web 
site at http://www.ferc.gov under the ‘‘e- 
Filing’’ link. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27375 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 13243–000] 

Rockhouse Mountain Energy, LLC; 
Notice of Preliminary Permit 
Application Accepted for Filing and 
Soliciting Comments, Motions To 
Intervene, and Competing Applications 

November 13, 2008. 
On June 13, 2008, Rockhouse 

Mountain Energy, LLC filed an 
application, pursuant to section 4(f) of 
the Federal Power Act, proposing to 
study the feasibility of the Murphy Dam 
Hydroelectric Project. The project 
would be located at the existing Murphy 
Dam owned by the State of New 
Hampshire on Lake Francis, in Coos 
County, New Hampshire. 

The proposed Murphy Dam Project 
would use the State of New Hampshire’s 
Murphy Dam and would consist of: (1) 
A proposed 540-foot-long, 8-foot- 
diameter steel penstock; (2) a proposed 
powerhouse containing one generating 
unit having a total installed capacity of 
2.25 MW; (3) a proposed 1.1-mile-long, 
19.9/34.5-kV transmission line; (4) a 
tailrace; and (5) appurtenant facilities. 
The proposed project would have an 
average annual generation of 11.6 

gigawatt-hours, which would be sold to 
a local utility. 

Applicant Contact: Mr. Robert Jawitz, 
Rockhouse Mountain Energy, LLC, PO 
Box 197, Conway, NH 03818; phone 
(603) 387–9998. 

FERC Contact: Kelly T. Houff, (202) 
502–6393. 

Deadline for filing comments, motions 
to intervene, competing applications 
(without notices of intent), or notices of 
intent to file competing applications: 60 
days from the issuance of this notice. 
Comments, motions to intervene, 
notices of intent, and competing 
applications may be filed electronically 
via the Internet. See 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. If unable to be filed 
electronically, documents may be paper- 
filed. To paper-file, an original and eight 
copies should be mailed to: Kimberly D. 
Bose, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. For 
more information on how to submit 
these types of filings please go to the 
Commission’s Web site located at 
http://www.ferc.gov/filing- 
comments.asp. More information about 
this project can be viewed or printed on 
the ‘‘eLibrary’’ link of Commission’s 
Web site at http://www.ferc.gov/docs- 
filing/elibrary.asp. Enter the docket 
number (P–13243) in the docket number 
field to access the document. For 
assistance, call toll-free 1–866–208– 
3372. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27413 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP09–14–000] 

Whiting Oil and Gas Corporation; 
Notice of Application 

November 13, 2008. 
Take notice that on October 28, 2008, 

Whiting Oil and Gas Corporation 
(Whiting), 1700 Broadway, Suite 2300, 
Denver, CO 80290, filed with the 
Commission an Application for Limited 
Jurisdiction Certificate and Request for 
Waivers of Regulatory Requirements 
pursuant to sections 7(c) of the Natural 
Gas Act (NGA), and Part 157 of the 
Commission’s regulations. Whiting 
seeks a limited jurisdiction certificate 
authorizing Whiting to transport natural 
gas it owns though the Robinson Lake 

Residue Line, a 17 mile 6-inch pipeline 
in Mountrail County, North Dakota; and 
a waiver of certain regulatory 
requirements, all as more fully set forth 
in the application which is on file with 
the Commission and open to public 
inspection. 

Any questions regarding this 
application should be directed to Rick 
A. Ross, Vice President, Operations, 
Whiting Oil and Gas Corporation, 1700 
Broadway, Suite 2300, Denver, CO 
80290, phone (303) 837–4236, e-mail 
rickr@whiting.com. 

Pursuant to section 157.9 of the 
Commission’s rules, 18 CFR 157.9, 
within 90 days of this Notice the 
Commission staff will either: complete 
its environmental assessment (EA) and 
place it into the Commission’s public 
record (eLibrary) for this proceeding; or 
issue a Notice of Schedule for 
Environmental Review. If a Notice of 
Schedule for Environmental Review is 
issued, it will indicate, among other 
milestones, the anticipated date for the 
Commission staff’s issuance of the final 
environmental impact statement (FEIS) 
or EA for this proposal. The filing of the 
EA in the Commission’s public record 
for this proceeding or the issuance of a 
Notice of Schedule for Environmental 
Review will serve to notify federal and 
state agencies of the timing for the 
completion of all necessary reviews, and 
the subsequent need to complete all 
federal authorizations within 90 days of 
the date of issuance of the Commission 
staff’s FEIS or EA. 

There are two ways to become 
involved in the Commission’s review of 
this application. First, any person 
wishing to obtain legal status by 
becoming a party to this proceeding 
should file with the Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426, a 
motion to intervene in accordance with 
the requirements of the Commission’s 
Rules of Practice and Procedure (18 CFR 
385.214 or 385.211) and the Regulations 
under the NGA (18 CFR 157.10) by the 
comment date, below. A person 
obtaining party status will be placed on 
the service list maintained by the 
Secretary of the Commission and will 
receive copies of all documents filed by 
the applicant and by all other parties. A 
party must submit 14 copies of filings 
made with the Commission and must 
mail a copy to the applicant and to 
every other party in the proceeding. 
Only parties to the proceeding can ask 
for court review of Commission orders 
in the proceeding. 

However, a person does not have to 
intervene in order to have comments 
considered. The second way to 
participate is by filing with the 
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Secretary of the Commission, as soon as 
possible, an original and two copies of 
comments in support of or in opposition 
to the project. The Commission will 
consider these comments in 
determining the appropriate action to be 
taken, but the filing of a comment alone 
will not serve to make the filer a party 
to the proceeding. The Commission’s 
rules require that persons filing 
comments in opposition to the project 
provide copies of their protests only to 
the party or parties directly involved in 
the protest. 

Persons who wish to comment only 
on the environmental review of this 
project should submit an original and 
two copies of their comments to the 
Secretary of the Commission. 
Environmental commentors will be 
placed on the Commission’s 
environmental mailing list, will receive 
copies of the environmental documents, 
and will be notified of meetings 
associated with the Commission’s 
environmental review process. 
Environmental commentors will not be 
required to serve copies of filed 
documents on all other parties. 
However, the non-party commentors 
will not receive copies of all documents 
filed by other parties or issued by the 
Commission (except for the mailing of 
environmental documents issued by the 
Commission) and will not have the right 
to seek court review of the 
Commission’s final order. 

The Commission strongly encourages 
electronic filings of comments, protests, 
and interventions via the internet in lieu 
of paper. See 18 CFR 385.2001(a)(1)(iii) 
and the instructions on the 
Commission’s Web site (http:// 
www.ferc.gov) under the ‘‘e-Filing’’ link. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: December 4, 2008. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27417 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings 

November 13, 2008. 
Take notice that the Commission has 

received the following Natural Gas 
Pipeline Rate and Refund Report filings: 

Docket Numbers: RP08–632–001. 
Applicants: Gulf South Pipeline 

Company, LP. 
Description: Gulf South Pipeline Co, 

LP submits Sub Second Revised Sheet 
No. 2501 to FERC Gas Tariff, Sixth 
Revised Volume No. 1, to be effective 
11/1/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0103. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: RP09–64–000. 
Applicants: Northern Natural Gas 

Company. 
Description: Northern Natural Gas 

Company submits 14 Revised Sheet No. 
66B.01 et al. to FERC Gas Tariff, Fifth 
Revised Volume No. 1, to be effective 
12/13/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0108. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: RP09–65–000. 
Applicants: Gulfstream Natural Gas 

System, L.L.C. 
Description: Gulfstream Natural Gas 

System submits First Revised Sheet No. 
8.01a et al. to FERC Gas Tariff, Original 
Volume No. 1, to be effective 12/12/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: RP09–66–000. 
Applicants: Texas Eastern 

Transmission LP. 
Description: Texas Eastern 

Transmission, LP submits First Revised 
Sheet No. 981 et al. to FERC Gas Tariff, 
Seventh Revised Volume No. 1, to be 
effective 12/12/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0106. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: RP09–67–000. 
Applicants: Texas Gas Transmission, 

LLC. 

Description: Texas Gas Transmission. 
LLC submits Original Sheet No. 70 et al. 
to FERC Gas Tariff, Second Revised 
Volume No. 1, to be effective 11/1/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0105. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: RP09–68–000. 
Applicants: Wyoming Interstate 

Company, Ltd. 
Description: Wyoming Interstate 

Company, Ltd submits Tenth Revised 
Sheet No. 1 to FERC Gas Tariff, Second 
Revised Volume No. 2, to be effective 
12/15/08. 

Filed Date: 11/12/2008. 
Accession Number: 20081113–0104. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
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Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed dockets(s). For 
assistance with any FERC Online 
service, please e-mail 
FERCOnlineSupport@ferc.gov. or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. E8–27402 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

November 7, 2008. 
Take notice that the Commission 

received the following electric corporate 
filings: 

Docket Numbers: EC09–14–000. 
Applicants: Arlington Wind Power 

Project LLC, Cloud County Wind Farm, 
LLC, Pioneer Prairie Wind Farm I, LLC. 

Description: Arlington Wind Power 
Project LLC et al. submits Application 
for Authorization for Disposition of 
Jurisdictional Facilities and Request for 
Expedited Action under EC09–14. 

Filed Date: 11/04/2008. 
Accession Number: 20081106–0068. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: EC09–17–000. 
Applicants: Holyoke Water Power 

Company, Holyoke Power and Electric 
Company, Western Massachusetts 
Electric Company. 

Description: Holyoke Water Power 
Company et al. submits Joint 
Application for Authority to Transfer 
Jurisdictional Facilities under EC09–17. 

Filed Date: 11/05/2008. 
Accession Number: 20081107–0027. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: EC09–16–000. 
Applicants: Locust Ridge Wind Farm, 

LLC, Fortis Energy Marketing & Trading 
GP. 

Description: Application for 
Authorization Under Section 203 of 
Fortis Energy Marketing & Trading GP, 
et al. in EC09–16. 

Filed Date: 11/06/2008. 
Accession Number: 20081106–5011. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, November 20, 2008. 
Docket Numbers: EC09–18–000. 
Applicants: PPL Great Works, LLC, 

PPL Maine, LLC, PENOBSCOT RIVER 
RESTORATION TRUST. 

Description: Joint Application of PPL 
Maine, LLC, PPL Great Works and 
Penobscot River Restoration Trust 
Under Section 203 of the Federal Power 
Act for Disposition of Jurisdictional 
Matters in EC09–18. 

Filed Date: 11/07/2008. 
Accession Number: 20081107–5053. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Docket Numbers: EC09–8–001. 
Applicants: Consolidated Edison Co. 

of New York, Inc. 
Description: New Athens Generating 

Co, LLC submits a supplement to their 
10/17/08 application for authorization 
under Section 203 of the Federal Power 
Act under EC09–8. 

Filed Date: 11/04/2008. 
Accession Number: 20081106–0071. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Take notice that the Commission 

received the following exempt 
wholesale generator filings: 

Docket Numbers: EG09–10–000. 
Applicants: Majestic Wind Power 

LLC. 
Description: Self Certification Notice 

of Exempt Wholesale Generator Status 
of Majestic Wind Power LLC under 
EG09–10. 

Filed Date: 11/06/2008. 
Accession Number: 20081106–5015. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Docket Numbers: EG09–11–000. 
Applicants: Enel Stillwater, LLC. 
Description: Enel Stillwater, LLC’s 

Notice of Self-Certification of Exempt 
Wholesale Generator Status in EG09–11. 

Filed Date: 11/07/2008. 
Accession Number: 20081107–5079. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Take notice that the Commission 

received the following electric rate 
filings: 

Docket Numbers: ER98–4109–003; 
ER03–175–007; ER03–394–005; ER05– 
440–003; ER07–265–006; ER08–100– 
006. 

Applicants: El Dorado Energy, LLC; 
Termoelectrica U.S., LLC; Elk Hills 
Power, LLC; Sempra Generation; 
Sempra Energy Solutions LLC; Sempra 
Energy Trading LLC. 

Description: Sempra Energy submits 
notice of Change in Status, dated 10/31/ 
08 relating to the acquisition of 
EnergySouth, Inc on 10/1/08 under 
ER98–4109 et al. 

Filed Date: 11/04/2008. 
Accession Number: 20081107–0001. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: ER02–1600–005. 

Applicants: Green Mountain Energy 
Company. 

Description: Green Mountain Energy 
Co. submits its demonstration that they 
meet the definition of a Category 1 seller 
and is therefore exempt from the 
requirement to submit market power 
analysis under ER02–1600. 

Filed Date: 11/05/2008. 
Accession Number: 20081107–0085. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: ER03–715–006. 
Applicants: Marina Energy, LLC. 
Description: South Jersey Energy 

Company submits an updated market 
power analysis and tariff revisions 
under ER97–1397 et al. 

Filed Date: 11/04/2008. 
Accession Number: 20081105–0117. 
Comment Date: 5 p.m. Eastern Time 

on Monday, January 05, 2009. 
Docket Numbers: ER06–1409–003; 

ER06–1408–003; ER06–1413–003; 
ER06–1407–003; ER08–577–004; ER08– 
578–004; ER08–579–005. 

Applicants: Noble Altona Windpark, 
LLC, Noble Bliss Windpark, LLC, Noble 
Clinton Windpark I, LLC, Noble 
Ellenburg Windpark, LLC, Noble 
Bellmont Windpark, LLC, Noble 
Chateaugay Windpark, LLC, Noble 
Wethersfield Windpark, LLC. 

Description: Noble Altona Windpark, 
LLC et al. submits revised market based 
rate tariffs under ER06–1409 et al. 

Filed Date: 11/04/2008. 
Accession Number: 20081106–0072. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: ER07–810–004. 
Applicants: Grays Harbor Energy LLC. 
Description: Notification of Non- 

Material Change in Status of Grays 
Harbor Energy LLC under ER07–810. 

Filed Date: 11/07/2008. 
Accession Number: 20081107–5020. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Docket Numbers: ER08–1335–002. 
Applicants: Southern Comapny 

Services, Inc. 
Description: Southern Companies 

submits Second Substitute Fourth 
Revised Service Agreement 391 in its 
entirety in compliance with the 
Commission’s 11/4/08 letter order under 
ER08–1335. 

Filed Date: 11/05/2008. 
Accession Number: 20081106–0102. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: ER08–1380–001. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits revised pages to its Bylaws 
intended to comply with directives of 
the Letter Order under ER08–1380. 
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Filed Date: 11/03/2008. 
Accession Number: 20081105–0111. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER08–1521–001. 
Applicants: American Electric Power 

System Corp. 
Description: American Electric Power 

Service Corporation submits revised 
tariff sheets etc. under ER08–1521. 

Filed Date: 11/06/2008. 
Accession Number: 20081107–0100. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Docket Numbers: ER08–1580–001. 
Applicants: Oklahoma Gas and 

Electric Company. 
Description: Oklahoma Gas and 

Electric Company submits its September 
26 filing with a version of the O&O 
Agreement revised as requested by the 
Commission Staff under ER08–1580. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0108. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–159–001. 
Applicants: New York Independent 

System Operator, In. 
Description: New York Independent 

System Operator, Inc submits an errata 
to the 10/29/08 filing of an executed 
Standard Small Generator 
Interconnection Agreement with Casella 
Waste Systems, Inc under ER09–159. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0112. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–159–000. 
Applicants: New York Independent 

System Operator, In, New York State 
Electric & Gas Corp. 

Description: New York Independent 
System Operator, Inc. et al submit and 
executed standard small generator 
interconnection agreement with Casella 
Waste Systems, Inc. under ER09–159. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0046. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–160–000. 
Applicants: Midwest Independent 

Transmission System. 
Description: Midwest Independent 

Transmission System Operator, Inc. et 
al jointly submit revisions to Sections 
4.4 Firm Market Flow Calculations rules 
etc of the Congestion Management 
Process of their joint operating 
agreement under ER09–160. tm2. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0047. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–161–000. 

Applicants: PJM Interconnection, 
L.L.C. 

Description: PJM Interconnection, 
L.L.C. submits an executed interim 
interconnection service agreement with 
Exelon Generation Company, LLC et al. 
under ER09–161. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0048. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–162–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc. submits revised pages to its open 
access transmission tariff intended to 
amend the rate charges for 
Southwestern Public Service Company 
under ER09–162. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0049. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–166–000. 
Applicants: Duke Energy Carolinas, 

LLC. 
Description: Duke Energy Carolinas, 

LLC submits Seventh Revised Service 
Agreement 210, a revised Network 
Integration Service Agreement between 
itself and North Carolina Electric 
Membership Corporation for Network 
Integration etc under ER09–1666. 

Filed Date: 10/30/2008. 
Accession Number: 20081031–0053. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, November 20, 2008. 
Docket Numbers: ER09–169–000. 
Applicants: California Independent 

System Operator C. 
Description: California Independent 

System Operator Corp submits an 
amendment to the currently effective 
CAISO Tariff and to the Market 
Redesign and Technology Upgrade 
Tariff under ER09–169 et al. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0061. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–172–000. 
Applicants: Canandaigua Power 

Partners, LLC. 
Description: Canandaigua Power 

Partners, LLC submits its proposed 
FERC Electric Tariff, Original Volume 1 
under which Canandaigua Power 
Partners may make wholesale sales of 
electric capacity etc under ER09–172. 

Filed Date: 10/31/2008. 
Accession Number: 20081105–0104. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 21, 2008. 
Docket Numbers: ER09–174–000. 
Applicants: Evergreen Wind Power V, 

LLC. 
Description: Application of Evergreen 

Windpower V, LLC for order accepting 

initial market-based rate tariff, waiving 
regulations and granting blanket 
approvals under ER09–174. 

Filed Date: 10/31/2008. 
Accession Number: 20081105–0105. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 21, 2008. 
Docket Numbers: ER09–214–000. 
Applicants: Mt. Carmel Cogen, Inc. 
Description: Mt Carmel Cogen, Inc 

submits a Petition for order accepting 
market-based rate tariff for filing and 
request for limited waiver under ER09– 
214. 

Filed Date: 11/05/2008. 
Accession Number: 20081107–0086. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: ER09–227–000. 
Applicants: Delmarva Power & Light 

Company. 
Description: Delmarva Power & Light 

Company submits an executed 
Interconnection and Mutual Operating 
Agreement between itself and City of 
Milford, Delaware designated as First 
Revised Service Agreement 126 etc 
under ER09–227. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0109. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–228–000. 
Applicants: MidAmerican Energy 

Company. 
Description: MidAmerican Energy 

Company submits an amended Network 
Integration Transmission Service 
Agreement and an amended Network 
Operating Agreement with Corn Belt 
Power Cooperative etc under ER09–228. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0110. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–229–000. 
Applicants: Deseret Generation & 

Transmission Co-op. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–230–000. 
Applicants: Idaho Power Company. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
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Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–231–000. 
Applicants: Northwestern 

Corporation. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–232–000. 
Applicants: PacifiCorp. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–233–000. 
Applicants: Black Hills Power, Inc. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–234–000. 
Applicants: Portland General Electric 

Company. 
Description: Desert Generation & 

Transmission Co-operative, Inc submits 
modifications to the rate schedules to 
reflect the additions of an associated 
party, Basin Electric Power Cooperative 
to the Northern Tier Transmission 
Group Planning Agreement etc under 
ER09–229. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0107. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–237–000. 
Applicants: ISO New England Inc.; 

New England Power Pool. 
Description: ISO New England Inc et 

al submit Joint Filing of Proposed 

Revisions to the Generator 
Interconnection Process and FCM 
participation provision set forth in the 
ISO New England Inc Transmission, 
Markets and Services Tariff under 
ER09–237 et al. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0121. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–240–000. 
Applicants: California Independent 

System Operator C. 
Description: California Independent 

System Operator Corporation submits 
an amendment to the CAISO’s Market 
Redesign and Technology Upgrade 
Tariff under ER09–240. 

Filed Date: 11/04/2008. 
Accession Number: 20081105–0114. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: ER09–243–000. 
Applicants: Consolidated Edison Co. 

of New York, Inc. 
Description: Consolidated Edison 

Company of New York, Inc submits 
amendments to its Delivery Service Rate 
Schedule No. 96 under ER09–243. 

Filed Date: 11/04/2008. 
Accession Number: 20081106–0067. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: ER09–244–000. 
Applicants: Consolidated Edison Co. 

of New York, Inc. 
Description: Consolidated Edison 

Company of New York, Inc submits a 
Master Services Agreement and 
associated Transactions Forms between 
Bayonne Energy under ER09–244. 

Filed Date: 11/05/2008. 
Accession Number: 20081106–0101. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: ER97–1397–014. 
Applicants: South Jersey Energy 

Company. 
Description: South Jersey Energy 

Company submits an updated market 
power analysis and tariff revisions 
under ER97–1397 et al. 

Filed Date: 11/04/2008. 
Accession Number: 20081105–0117. 
Comment Date: 5 p.m. Eastern Time 

on Monday, January 05, 2009. 
Docket Numbers: ER99–3426–008. 
Applicants: San Diego Gas & Electric 

Company. 
Description: Sempra Energy submits 

notice of Change in Status, dated 10/31/ 
08 relating to the acquisition of 
EnergySouth, Inc on 10/1/08 under 
ER98–4109 et al. 

Filed Date: 11/04/2008. 
Accession Number: 20081107–0001. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 

Take notice that the Commission 
received the following open access 
transmission tariff filings: 

Docket Numbers: OA08–39–001. 
Applicants: American Electric Power 

Service Corporation. 
Description: American Electric Power 

Service Corporation submits for filing 
revised tariff sheets to its Open Access 
Transmission Tariff designated as 
Operating Companies of the American 
Electric Power System etc under OA08– 
39. 

Filed Date: 11/04/2008. 
Accession Number: 20081106–0070. 
Comment Date: 5 p.m. Eastern Time 

on Tuesday, November 25, 2008. 
Docket Numbers: OA07–82–002. 
Applicants: Duke Energy Carolinas, 

LLC. 
Description: Duke Energy Carolinas, 

LLC submits Attachment C Compliance 
Filing under OA07–82. 

Filed Date: 11/05/2008. 
Accession Number: 20081105–5070. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: OA07–92–002. 
Applicants: Southern Company 

Services, Inc. 
Description: Southern Company 

Services, Inc.’s Order No. 890 OATT 
Attachment C Compliance Filing under 
Docket OA07–92. 

Filed Date: 11/05/2008. 
Accession Number: 20081105–5146. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
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listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed docket(s). For assistance 
with any FERC Online service, please e- 
mail FERCOnlineSupport@ferc.gov or 
call (866) 208–3676 (toll free). For TTY, 
call (202) 502–8659. 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. E8–27408 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

November 10, 2008. 
Take notice that the Commission 

received the following electric rate 
filings: 

Docket Numbers: ER00–2254–000. 
Applicants: Northern States Power 

Company. 
Description: Northern States Power 

Company submits Information filing of 
Rate Schedule Designations for 
Construction Agreement and an 
Interconnection and Transmission 
Capability Agreement designated as 
Rate Schedule 532 and 533. 

Filed Date: 11/03/2008. 
Accession Number: 20081110–0017. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER01–2636–004. 
Applicants: ALLETE, Inc. 
Description: ALLETE, Inc submits 

proposal to further amend its 8/11/08 
filing. 

Filed Date: 11/05/2008. 
Accession Number: 20081110–0018. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 26, 2008. 
Docket Numbers: ER07–1289–008; 

EL08–56–002; OA07–99–001. 

Applicants: ISO New England Inc. 
Description: ISO New England, Inc 

submits 2nd Revised Sheet 437 to their 
Open Access Transmission Tariff. 

Filed Date: 10/29/2008. 
Accession Number: 20081031–0062. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER08–695–003; 

EL07–39–005. 
Applicants: New York Independent 

System Operator, Inc. 
Description: New York Independent 

System Operator, Inc submits tariff 
revisions to their compliance filing and 
request for waiver in compliance with 
the Commission’s 9/30/08 Order. 

Filed Date: 10/30/2008. 
Accession Number: 20081103–0200. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, November 20, 2008. 
Docket Numbers: ER08–1329–002. 
Applicants: American Electric Power 

Service Corporation. 
Description: American Electric Power 

Service Corporation et al. submit 
compliance filing providing for changes 
to its proposed formula rate. 

Filed Date: 10/30/2008. 
Accession Number: 20081103–0080. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, November 20, 2008. 
Docket Numbers: ER08–1380–001. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc submits revised pages to its Bylaws 
intended to comply with directives of 
the Letter Order. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0111. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER08–1521–001. 
Applicants: American Electric Power 

System Corporation. 
Description: American Electric Power 

Service Corporation submits revised 
tariff sheets etc. 

Filed Date: 11/06/2008. 
Accession Number: 20081107–0100. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 28, 2008. 
Docket Numbers: ER09–23–001. 
Applicants: Florida Power & Light 

Company. 
Description: Florida Power & Light 

Company submits Amendment to 
Service Agreement No 91 of FERC 
Electric Tariff No 8 it executed with 
Seminole Electric Cooperative, Inc. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0113. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–193–000. 
Applicants: New York Independent 

System Operator, Inc. 

Description: New York Independent 
System Operator, Inc’s submits Fifth 
Revised Sheet No 38 et al. to FERC 
Electric Tariff Original Volume No 2 et 
al. 

Filed Date: 10/30/2008. 
Accession Number: 20081104–0134. 
Comment Date: 5 p.m. Eastern Time 

on Thursday, November 20, 2008. 
Docket Numbers: ER09–235–000; 

ER09–236–000. 
Applicants: California Independent 

System Operator Corporation; Pacific 
Gas and Electric Company. 

Description: California Independent 
System Operator Corp and Pacific Gas 
and Electric Co submits revisions to the 
Grid Management Charge. 

Filed Date: 10/31/2008. 
Accession Number: 20081105–0106. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 21, 2008. 
Docket Numbers: ER09–241–000. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corporation submits 
an amendment to the CAISO’s Market 
Redesign and Technology Upgrade 
Tariff. 

Filed Date: 11/03/2008. 
Accession Number: 20081105–0115. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Docket Numbers: ER09–242–000. 
Applicants: ISO New England Inc. 

and New England Power Pool. 
Description: ISO New England Inc, et 

al. submits revisions to the ISO’s Open 
Access Transmission Tariff re 
Additional Amendments Conforming to 
Revised MEPCO Roll-in Proposal. 

Filed Date: 10/29/2008. 
Accession Number: 20081105–0116. 
Comment Date: 5 p.m. Eastern Time 

on Wednesday, November 19, 2008. 
Docket Numbers: ER09–245–000. 
Applicants: Midwest Independent 

Transmission System Operator, Inc. 
Description: Midwest Independent 

Transmission System Operator, Inc et 
al. submits revisions to the Seams 
Operating Agreement. 

Filed Date: 10/31/2008. 
Accession Number: 20081106–0100. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 21, 2008. 
Docket Numbers: ER09–246–000. 
Applicants: New York State Electric 

and Gas Corporation. 
Description: New York State Electric 

& Gas Corp submits a supplement to 
Rate Schedule FERC 72-Facilities 
Agreement with the Municipal Board of 
the Village of Bath. 

Filed Date: 11/03/2008. 
Accession Number: 20081107–0087. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
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1 Electronic Tariff Filings, Order No. 714, 73 FR 
57,515 (Oct. 3, 2008), 124 FERC ¶ 61,270 (2008). 

1 Electronic Tariff Filings, Order No. 714, 73 FR 
57,515 (Oct. 3, 2008), 124 FERC ¶ 61,270 (2008). 

Take notice that the Commission 
received the following open access 
transmission tariff filings: 

Docket Numbers: OA07–53–000; 
OA08–67–000. 

Applicants: Progress Energy, Inc. 
Description: Order No. 890 

Compliance Filing of Florida Power 
Corporation and Carolina Power & Light 
Company. 

Filed Date: 10/31/2008. 
Accession Number: 20081031–5106. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 21, 2008. 
Docket Numbers: OA08–62–004. 
Applicants: California Independent 

System Operator Corporation. 
Description: California Independent 

System Operator Corp submits an errata 
to their 10/31/08 compliance filing to 
include all of the revisions to the 
existing MRTU tariffs to comply with 
FERC’s 6/19/08 Order Part 1 of 3. 

Filed Date: 11/03/2008. 
Accession Number: 20081107–0020. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 24, 2008. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed dockets(s). For 
assistance with any FERC Online 
service, please e-mail 
FERCOnlineSupport@ferc.gov. or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27476 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PR09–4–000] 

Jefferson Island Storage & Hub, L.L.C.; 
Notice of Filing 

November 13, 2008. 
Take notice that on November 7, 

2008, Jefferson Island Storage & Hub, 
L.L.C. (Jefferson Island) filed a revised 
Statement of Operating Conditions 
pursuant to section 284.123(e) of the 
Commission’s regulations. Jefferson 
Island states that it is making the 
revisions in order to: (1) Modify its 
creditworthiness provisions, (2) modify 
its gas quality specifications, (3) remove 
the Interruptible Balancing Service, (4) 
include a Statement of Currently 
Effective Rates pursuant to Order 714; 1 
and (5) make ministerial corrections. 

Any person desiring to participate in 
this proceeding must file a motion to 
intervene or to protest this filing must 
file in accordance with Rules 211 and 
214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a notice of intervention or 
motion to intervene, as appropriate. 
Such notices, motions, or protests must 
be filed on or before the date as 
indicated below. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 

Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on Monday, December 1, 2008. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27416 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PR09–3–000] 

National Fuel Gas Distribution 
Corporation; Notice of Filing 

November 13, 2008. 

Take notice that on November 3, 
2008, National Fuel Gas Distribution 
Corporation (National Fuel) filed a 
revised Statement of Operating 
Conditions pursuant to section 
284.123(e) of the Commission’s 
regulations. National Fuel states that it 
is making the revisions in order to: (1) 
More closely coordinate its terms with 
corresponding requirements included in 
applicable State tariff and related 
provisions, (2) add clarifying 
definitional language, (3) add detailed 
rate information pursuant to Order 714,1 
(4) add information regarding 
nominations, measurement, gas quality 
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1 This workshop is being held in accordance with 
the Commission’s order Obtaining Guidance on 
Regulatory Requirements, 123 FERC ¶ 61,157 
(2008). 

1 Texas Gas Transmission LLC, 125 FERC 
¶ 61,134 (2008). 

and creditworthiness assessment; and 
(5) make ministerial corrections. 

Any person desiring to participate in 
this proceeding must file a motion to 
intervene or to protest this filing must 
file in accordance with Rules 211 and 
214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a notice of intervention or 
motion to intervene, as appropriate. 
Such notices, motions, or protests must 
be filed on or before the date as 
indicated below. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on Monday, December 1, 2008. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27415 Filed 11–18–08; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. PL09–3–000] 

Control and Affiliation for Purposes of 
the Commission’s Market-Based Rate 
Requirements Under Section 205 of the 
Federal Power Act and the 
Requirements of Section 203 of the 
Federal Power Act; Notice of 
Workshop 

November 12, 2008. 

Take notice that on December 3, 2008, 
Commission staff will convene a 
workshop to consider issues regarding 
control and affiliation for purposes of 
the Commission’s market-based rate 
requirements under section 205 of the 
Federal Power Act (FPA) and the 
requirements of section 203 of the FPA.1 
The workshop will be held from 9 a.m. 
to 12 p.m. (EST), in Hearing Room 7 at 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

The purpose of this notice is to advise 
the public of the date and time of the 
workshop. Subsequent notices will be 
issued regarding the details of the 
workshop. 

All interested persons are invited. 
Those interested in participating are 
asked to register no later than November 
28, 2008. To register or for additional 
information, please contact Christina 
Hayes at (202) 502–6194 or at 
christina.hayes@ferc.gov. 

Commission conferences are 
accessible under section 508 of the 
Rehabilitation Act of 1973. For 
accessibility accommodations, please 
send an e-mail to accessibility@ferc.gov 
or call toll free 1–866–208–3372 (voice) 
or (202) 208–1659 (TTY), or send a FAX 
to (202) 208–2106 with the required 
accommodations. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27365 Filed 11–18–08; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket Nos. RP09–3–000; RP09–7–000; 
RP09–7–001] 

Texas Gas Transmission LLC; Notice 
of Technical Conference 

November 13, 2008. 

Take notice that the Commission will 
convene a technical conference in the 
above-referenced proceedings on 
Tuesday, December 2, 2008, at 10 a.m. 
(EDT), in a room to be designated at the 
offices of the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

The Commission’s October 31, 2008 
Order 1 directed that a technical 
conference be held to address the issues 
raised by Texas Gas Transmission LLC’s 
(Texas Gas) October 1, 2008 tariff filings 
in (i) Docket No. RP09–3–000 to 
establish new Effective Fuel Retention 
Percentages and to modify its fuel 
tracking mechanism, and (ii) in Docket 
Nos. RP09–7–000 et al., to implement 
an experimental fuel savings sharing 
mechanism. 

Commission Staff and interested 
persons will have the opportunity to 
discuss all of the issues raised by Texas 
Gas’s tariff filings. Specifically, Texas 
Gas should be prepared to address all 
the concerns raised in the protests, and 
if necessary, to provide additional 
technical, engineering and operational 
support for its proposals. Any party 
proposing alternatives to Texas Gas’s 
proposals should also be prepared to 
similarly support its position. 

FERC conferences are accessible 
under section 508 of the Rehabilitation 
Act of 1973. For accessibility 
accommodations please send an e-mail 
to accessibility@ferc.gov or call toll free 
(866) 208–3372 (voice) or 202–502–8659 
(TTY), or send a fax to 202–208–2106 
with the required accommodations. 

All interested persons are permitted 
to attend. For further information please 
contact Andrew Knudsen at (202) 502– 
6527 or e-mail 
Andrew.Knudsen@ferc.gov. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27411 Filed 11–18–08; 8:45 am] 

BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket Nos. EL08–88–000; ER08–1178– 
000; ER09–213–000] 

California Independent System 
Operator Corporation; Notice of 
Submission of Technical Conference 
Presentations 

November 12, 2008. 
On November 6, 2008, the 

Commission convened a staff technical 
conference in the above-captioned 
proceedings. The purpose of the 
technical conference was to further 
explore the justness and reasonableness 
of the California Independent System 
Operator Corporation’s (CAISO) 
Exceptional Dispatch mechanism and 
proposed mitigation plan. At this time, 
the Commission hereby posts, in the 
above-captioned dockets, copies of the 
Power Point presentations made by the 
CAISO at the November 6, 2008 
technical conference. 

All interested persons may file 
written comments on these 
presentations and/or issues related to 
Exceptional Dispatch on or before 
November 24, 2008. Reply comments 
will be due on or before December 2, 
2008. 

Kimberly D. Bose, 
Secretary. 
[FR Doc. E8–27376 Filed 11–18–08; 8:45 am] 
BILLING CODE 6717–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OW–2008–0357; FRL–8742–2] 

Agency Information Collection 
Activities; Submission to OMB for 
Review and Approval; Comment 
Request; Reporting Requirements for 
BEACH Act Grants (Renewal), EPA ICR 
Number 2048.03, OMB Control Number 
2040–0244 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (44 U.S.C. 
3501 et seq.), this document announces 
that an Information Collection Request 
(ICR) has been forwarded to the Office 
of Management and Budget (OMB) for 
review and approval. This is a request 
to renew an existing approved 
collection. The ICR, which is abstracted 
below, describes the nature of the 

information collection and its estimated 
burden and cost. 
DATES: Additional comments may be 
submitted on or before December 19, 
2008. 
ADDRESSES: Submit your comments, 
referencing Docket ID number EPA– 
HQ–OW–2008–0357, to (1) EPA online 
using http://www.regulations.gov (our 
preferred method), by e-mail to ow- 
docket@epa.gov, or by mail to: EPA 
Docket Center, Environmental 
Protection Agency, Water Docket 
(28221T), 1200 Pennsylvania Ave., NW. 
Washington, DC 20460 and (2) OMB at: 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget (OMB), Attention: Desk Officer 
for EPA, 725 17th Street, NW., 
Washington, DC 20503. 
FOR FURTHER INFORMATION CONTACT: Lars 
Wilcut, Standards and Health Protection 
Division, Office of Science and 
Technology (4305T), Environmental 
Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460; 
telephone number: (202) 566–0447; fax 
number: (202) 566–0409; e-mail address: 
wilcut.lars@epa.gov. 
SUPPLEMENTARY INFORMATION: EPA has 
submitted the following ICR to OMB for 
review and approval according to the 
procedures prescribed in 5 CFR 1320.12. 
On July 8, 2008 (73 FR 39013), EPA 
sought comments on this ICR pursuant 
to 5 CFR 1320.8(d). EPA received no 
comments. Any additional comments on 
this ICR should be submitted to EPA 
and OMB within 30 days of this notice. 

EPA has established a public docket 
for this ICR under Docket ID No. EPA– 
HQ–OW–2008–0357, which is available 
for public viewing at http:// 
www.regulations.gov, or in-person 
viewing at the Water Docket in the EPA 
Docket Center (EPA/DC), EPA West, 
Room 3334, 1301 Constitution Ave., 
NW., Washington, DC. The EPA Docket 
Center Public Reading Room is open 
from 8:30 a.m. to 4:30 p.m., Monday 
through Friday, excluding legal 
holidays. The telephone number for the 
Reading Room is (202) 566–1744, and 
the telephone number for the Water 
Docket is (202) 566–2426. 

Use EPA’s electronic docket and 
comment system at http:// 
www.regulations.gov to submit or view 
public comments, access the index 
listing of the contents of the public 
docket, and to access those documents 
in the public docket that are available 
electronically. Once in the system, then 
key in the docket ID number identified 
above. Please note that EPA’s policy is 
that public comments, whether 
submitted electronically or in paper, 
will be made available for public 

viewing at http://www.regulations.gov 
as EPA receives them and without 
change, unless the comment contains 
copyrighted material, confidential 
business information (CBI), or other 
information whose public disclosure is 
restricted by statute. For further 
information about the electronic docket, 
go to http://www.regulations.gov. 

Title: Reporting Requirements for 
BEACH Act Grants (Renewal). 

ICR Numbers: EPA ICR No. 2048.03, 
OMB Control No. 2040–0244. 

ICR Status: This ICR is scheduled to 
expire on November 30, 2008. Under 
OMB regulations, the Agency may 
continue to conduct or sponsor the 
collection of information while this 
submission is pending at OMB. An 
Agency may not conduct of sponsor and 
a person is not required to respond to, 
a collection of information, unless it 
displays a currently valid OMB control 
number. The OMB control numbers for 
EPA’s regulations in title 40 of the CFR, 
after appearing in the Federal Register 
when approved, are listed in 40 CFR 
part 9, are displayed in the Federal 
Register or by other appropriate means, 
such as on the related collection 
instrument or form, if applicable. The 
display of OMB control numbers in 
certain EPA regulations is consolidated 
in 40 CFR part 9. 

Abstract: Congress passed the Beaches 
Environmental Assessment and Coastal 
Health (BEACH) Act in October 2000 to 
amend the Clean Water Act, in part by 
adding section 406, ‘‘Coastal Recreation 
Water Monitoring and Notification.’’ 
Section 406(b) authorizes EPA to make 
grants to States and local governments 
to develop and implement programs for 
monitoring and public notification for 
coastal recreation waters adjacent to 
beaches or similar points of access that 
are used by the public, if the State or 
local government satisfies the 
requirements of the BEACH Act. 

Several of these requirements require 
a grant recipient to collect and submit 
information to EPA as a condition for 
receiving the grant. Section 406(b) 
requires a grant recipient to provide the 
factors that the state or local government 
uses to prioritize funds and a list of 
waters for which the grant funds will be 
used. Section 406(b) also requires that a 
grant recipient’s program be consistent 
with the performance requirements set 
by EPA under section 406(a); EPA needs 
information from the grant recipients to 
determine if the monitoring and 
notification programs are consistent 
with these criteria. On July 19, 2002, 
EPA published the National Beach 
Guidance and Required Performance 
Criteria for Grants (67 FR 47540). 
Section 406(b) also requires that a grant 
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recipient submit a report to EPA that 
describes the data collected as part of a 
monitoring and notification program 
and the actions taken to notify the 
public when water quality standards are 
exceeded. Section 406(c) requires a 
grant recipient to identify lists of coastal 
recreation waters, processes for States to 
delegate to local governments the 
responsibility for implementing a 
monitoring and notification program, 
and the content of the monitoring and 
notification program. 

The information covered by this ICR 
is required of States and local 
governments that seek to obtain BEACH 
Act funding. It allows EPA to properly 
review State and local governments’ 
monitoring and notification programs to 
determine if they are eligible for BEACH 
Act grant funding. This information also 
enables EPA to fulfill its obligations to 
make this information available to the 
public as required by sections 406(e) 
and (g). 

Burden Statement: The annual public 
reporting and recordkeeping burden for 
this collection of information is 
estimated to average 2,374 hours per 
response. Burden means the total time, 
effort, or financial resources expended 
by persons to generate, maintain, retain, 
or disclose or provide information to or 
for a Federal agency. This includes the 
time needed to review instructions; 
develop, acquire, install, and utilize 
technology and systems for the purposes 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; adjust the 
existing ways to comply with any 
previously applicable instructions and 
requirements; train personnel to be able 
to respond to a collection of 
information; search data sources; 
complete and review the collection of 
information; and transmit or otherwise 
disclose the information. 

Respondents/Affected Entities: 
Environmental and public health 
agencies in coastal and Great Lakes 
states, territories and authorized tribes. 

Estimated Number of Respondents: 
40. 

Frequency of Response: Annual. 
Estimated Total Annual Hour Burden: 

94,947. 
Estimated Total Annual Cost: 

$11,928,370, includes $3,938,760 
annualized capital or O&M costs. 

Changes in the Estimates: The annual 
operation and maintenance costs 
increased by $188,760. This is because 
the estimated number of beaches 
monitored by grant recipients increased 
from 3,472 (estimated from EPA’s 2003 
National List of Beaches) to 3,647 

(estimated from the 2007 National 
Beaches Survey), a 5.0% increase. 

Dated: November 13, 2008. 
John Moses, 
Acting Director, Collection Strategies 
Division. 
[FR Doc. E8–27471 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OECA–2008–0375; FRL–8742–1] 

Agency Information Collection 
Activities; Submission to OMB for 
Review and Approval; Comment 
Request; NESHAP for Inorganic 
Arsenic Emissions From Glass 
Manufacturing Plants, EPA ICR 
Number 1081.09, OMB Control Number 
2060–0043 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (44 U.S.C. 
3501 et seq.), this document announces 
that an Information Collection Request 
(ICR) has been forwarded to the Office 
of Management and Budget (OMB) for 
review and approval. This is a request 
to renew an existing approved 
collection. The ICR which is abstracted 
below describes the nature of the 
collection and the estimated burden and 
cost. 
DATES: Additional comments may be 
submitted on or before December 19, 
2008. 

ADDRESSES: Submit your comments, 
referencing docket ID number EPA– 
OECA–2008–0375, to (1) EPA online 
using http://www.regulations.gov (our 
preferred method), or by e-mail to 
docket.oeca@epa.gov, or by mail to: EPA 
Docket Center (EPA/DC), Environmental 
Protection Agency, Enforcement and 
Compliance Docket and Information 
Center, mail code 2201T, 1200 
Pennsylvania Avenue, NW., 
Washington, DC 20460, and (2) OMB at: 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget (OMB), Attention: Desk Officer 
for EPA, 725 17th Street, NW., 
Washington, DC 20503. 
FOR FURTHER INFORMATION CONTACT: 
Sounjay Gairola, Office of Enforcement 
and Compliance Assurance, 
Environmental Protection Agency, 1200 
Pennsylvania Avenue, NW., 
Washington, DC 20460; telephone 
number: (202) 564–4003; e-mail address: 
gairola.sounjay@epa.gov. 

SUPPLEMENTARY INFORMATION: EPA has 
submitted the following ICR to OMB for 
review and approval according to the 
procedures prescribed in 5 CFR 1320.12. 
On May 30, 2008 (73 FR 31088), EPA 
sought comments on this ICR pursuant 
to 5 CFR 1320.8(d). EPA received no 
comments. Any additional comments on 
this ICR should be submitted to EPA 
and OMB within 30 days of this notice. 

EPA has established a public docket 
for this ICR under docket ID number 
EPA–HQ–OECA–2008–0375, which is 
available for public viewing online at 
http://www.regulations.gov, in person 
viewing at the Enforcement and 
Compliance Docket in the EPA Docket 
Center (EPA/DC), EPA West, Room 
3334, 1301 Constitution Avenue, NW., 
Washington, DC. The EPA Docket 
Center Public Reading Room is open 
from 8:30 a.m. to 4:30 p.m., Monday 
through Friday, excluding legal 
holidays. The telephone number for the 
Reading Room is (202) 566–1744, and 
the telephone number for the 
Enforcement and Compliance Docket is 
(202) 566–1927. 

Use EPA’s electronic docket and 
comment system at http:// 
www.regulations.gov, to submit or view 
public comments, access the index 
listing of the contents of the docket, and 
to access those documents in the docket 
that are available electronically. Once in 
the system, select ‘‘docket search,’’ then 
key in the docket ID number identified 
above. Please note that EPA’s policy is 
that public comments, whether 
submitted electronically or in paper, 
will be made available for public 
viewing at http://www.regulations.gov, 
as EPA receives them and without 
change, unless the comment contains 
copyrighted material, Confidential 
Business Information (CBI), or other 
information whose public disclosure is 
restricted by statute. For further 
information about the electronic docket, 
go to http://www.regulations.gov. 

Title: NESHAP for Inorganic Arsenic 
Emissions from Glass Manufacturing 
Plants (Renewal). 

ICR Numbers: EPA ICR Number 
1081.09, OMB Control Number 2060– 
0043. 

ICR Status: This ICR is scheduled to 
expire on January 31, 2009. Under OMB 
regulations, the Agency may continue to 
conduct or sponsor the collection of 
information while this submission is 
pending at OMB. An Agency may not 
conduct or sponsor, and a person is not 
required to respond to, a collection of 
information unless it displays a 
currently valid OMB control number. 
The OMB control numbers for EPA’s 
regulations in title 40 of the CFR, after 
appearing in the Federal Register when 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00036 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69635 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

approved, are listed in 40 CFR part 9, 
and displayed either by publication in 
the Federal Register or by other 
appropriate means, such as on the 
related collection instrument or form, if 
applicable. The display of OMB control 
numbers in certain EPA regulations is 
consolidated in 40 CFR part 9. 

Abstract: The National Emission 
Standards for Hazardous Air Pollutants 
(NESHAP) for Inorganic Arsenic 
Emissions from Glass Manufacturing 
Plants were proposed on July 20, 1983, 
and promulgated on August 4, 1986. 
The standards were amended on both 
May 31, 1990 and October 17, 2000. 
These standards apply to each glass 
melting furnace that uses commercial 
arsenic as a raw material. These 
standards do not apply to pot furnaces. 
Also, rebricking is not considered 
construction or modification for the 
purposes of 40 CFR 61.05(a). This 
information is being collected to assure 
compliance with 40 CFR part 61, 
subpart N. 

The affected entities are subject to the 
General Provisions of the NESHAP at 40 
CFR part 60, subpart A, and any 
changes, or additions to the General 
Provisions specified at 40 CFR part 63, 
subpart HHH. 

Owners or operators are also required 
to maintain records of the occurrence 
and duration of any startup, shutdown, 
or malfunction in the operation of an 
affected facility, or any period during 
which the monitoring system is 
inoperative. These notifications, reports, 
and records are essential in determining 
compliance; and are required, in 
general, of all sources subject to 
NESHAP. 

Burden Statement: The annual public 
reporting and recordkeeping burden for 
this collection of information is 
estimated to average 49 hours per 
response. Burden means the total time, 
effort, or financial resources expended 
by persons to generate, maintain, retain, 
or disclose or provide information to or 
for a Federal agency. This includes the 
time needed to review instructions; 
develop, acquire, install, and utilize 
technology and systems for the purposes 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; adjust the 
existing ways to comply with any 
previously applicable instructions and 
requirements which have subsequently 
changed; train personnel to be able to 
respond to a collection of information; 
search data sources; complete and 
review the collection of information; 
and transmit or otherwise disclose the 
information. 

Respondents/Affected Entities: Glass 
melting furnaces that use commercial 
arsenic as a raw material. These 
standards do not apply to pot furnaces. 

Estimated Number of Respondents: 
16. 

Frequency of Response: Initially, 
occasionally, semi-annually, and yearly. 

Estimated Total Annual Hour Burden: 
3,098. 

Estimated Total Annual Cost: 
$306,106, which is comprised of 
$250,106 in labor costs, Operations & 
Maintenance (O&M) costs of $56,000, 
and no annualized capital/start-up 
costs. 

Changes in the Estimates: There is no 
change in the total estimated burden 
currently identified in the OMB 
Inventory of Approved ICR Burdens. 

Dated: November 13, 2008. 
John Moses, 
Acting Director, Collection Strategies 
Division. 
[FR Doc. E8–27472 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–8741–6] 

Clean Air Act Advisory Committee; 
Notice of Charter Renewal 

AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Notice of Charter Renewal. 

The charter for the Environmental 
Protection Agency’s Clean Air Act 
Advisory Committee (CAAAC) will be 
renewed for an additional two-year 
period, as a necessary committee which 
is in the public interest, in accordance 
with the provisions of the Federal 
Advisory Committee Act (FACA), 5 
U.S.C. App. 2. The purpose of CAAAC 
is to provide advice and 
recommendations to the EPA 
Administrator on issues associated with 
policy and technical issues associated 
with implementation of the Clean Air 
Act. 

It is determined that CAAAC is in the 
public interest in connection with the 
performance of duties imposed on the 
Agency by law. 

Inquiries may be directed to Pat 
Childers, CAAAC Designated Federal 
Officer, U.S. EPA, Mail Code 6102A, 
1200 Pennsylvania Ave., NW., 
Washington, DC 20460, or by e-mail 
childers.pat@epa.gov. 

Dated: September 17, 2008. 
Robert J. Meyers, 
Principal Deputy Assistant Administrator, 
Office of Air and Radiation. 
[FR Doc. E8–27302 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–M 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OPP–2008–0561; FRL–8389–6] 

Notice of Filing of a Pesticide Petition 
for Residues of Pesticide Chemicals in 
or on Various Commodities 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice announces the 
initial filing of a pesticide petition 
proposing the establishment or 
modification of regulations for residues 
of acetic acid in or on various 
commodities. 

DATES: Comments must be received on 
or before December 19, 2008. 
ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number EPA–HQ–OPP–2008–0561 and 
the pesticide petition number PP 
8F7319, by one of the following 
methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW. Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket’s 
normal hours of operation (8:30 a.m. to 
4 p.m., Monday through Friday, 
excluding legal holidays). Special 
arrangements should be made for 
deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

Instructions: Direct your comments to 
docket ID number EPA–HQ–OPP–2008– 
0561. EPA’s policy is that all comments 
received will be included in the docket 
without change and may be made 
available on-line at http:// 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
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consider to be CBI or otherwise 
protected through regulations.gov or e- 
mail. The regulations.gov website is an 
‘‘anonymous access’’ system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part of the comment that is 
placed in the docket and made available 
on the Internet. If you submit an 
electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket: All documents in the docket 
are listed in the docket index available 
in regulations.gov. To access the 
electronic docket, go to http:// 
www.regulations.gov, select ‘‘Advanced 
Search,’’ then ‘‘Docket Search.’’ Insert 
the docket ID number where indicated 
and select the ‘‘Submit’’ button. Follow 
the instructions on the regulations.gov 
website to view the docket index or 
access available documents. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either in the 
electronic docket at http:// 
www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30 a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305–5805. 

FOR FURTHER INFORMATION CONTACT: 
Cheryl Greene, Biopesticides and 
Pollution Prevention Division (7511P), 
Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703 ) 308–0352; e-mail address: 
greene.cheryl@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

B. What Should I Consider as I Prepare 
My Comments for EPA? 

1. Submitting CBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or all of the information that 
you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 
disk or CD-ROM as CBI and then 
identify electronically within the disk or 
CD-ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket ID 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. What Action is the Agency Taking? 

EPA is printing a notice of the filing 
of a pesticide petition received under 
section 408 of the Federal Food, Drug, 
and Cosmetic Act (FFDCA), 21 U.S.C. 
346a, proposing the establishment or 
modification of regulations in 40 CFR 
part 180 for residues of acetic acid in or 
on various food commodities. EPA has 
determined that the pesticide petition 
described in this notice contains data or 
information regarding the elements set 
forth in FFDCA section 408(d) (2); 
however, EPA has not fully evaluated 
the sufficiency of the submitted data at 
this time or whether the data supports 
granting of the pesticide petition. 
Additional data may be needed before 
EPA rules on this pesticide petition. 

Pursuant to 40 CFR 180.7(f), a 
summary of the petition included in this 
notice, prepared by the petitioner, is 
included in a docket EPA has created 
for this rulemaking. The docket for this 
petition is available on-line at http:// 
www.regulations.gov. 

Amendment to an Existing Tolerance 
Exemption 

PP 8F7319. EPA has received a 
pesticide petition 8F7319, from 
Summerset Products, 130 Columbia 
Court, Chaska, MN 55318, proposing to 
amend the existing tolerance exemption 
in 40 CFR 180.1258, for residues of the 
biochemical acetic acid when used as an 
herbicide applied to commercial and 
residential crops. Because this petition 
is a request for an exemption from the 
requirement of a tolerance without 
numerical limitations, no analytical 
method is required. 

List of Subjects 

Environmental protection, 
Agricultural commodities, Feed 
additives, Food additives, Pesticides 
and pests, Reporting and recordkeeping 
requirements. 
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1 The term ‘‘state’’ is defined in this document as 
defined in CERCLA Section 101(27). 

2 The term ‘‘Indian tribe’’ is defined in this 
document as it is defined in CERCLA Section 
101(36). Intertribal consortia, as defined in the 
Federal Register Notice at 67 FR 67181, No. 4, 2002, 
are also eligible for funding under CERCLA 128(a). 

3 Section 128(a) was added to CERCLA in 2002 by 
the Small Business Liability Relief and Brownfields 
Revitalization Act (Brownfield Amendments). 

4 The legislative history of the Brownfields 
Amendments indicates that Congress intended to 
encourage states and tribes to enter into MOAs for 
their voluntary response programs. States or tribes 
that are parties to VRP MOAs and that maintain and 
make available a public record are automatically 
eligible for Section 128(a) funding. 

Dated: October 31, 2008. 
Janet L. Andersen, 
Director, Biopesticides and Pollution 
Prevention Division, Office of Pesticide 
Programs. 
[FR Doc. E8–27486 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–8742–3] 

Comprehensive Environmental 
Response, Compensation and Liability 
Act (CERCLA) or Superfund, Section 
128(a); Notice of Grant Funding 
Guidance for State and Tribal 
Response Programs 

AGENCY: Environmental Protection 
Agency. 
ACTION: Notice. 

SUMMARY: The Environmental Protection 
Agency (EPA) will begin to accept 
requests, from December 1, 2008 
through January 31, 2009, for grants to 
supplement State and Tribal Response 
Programs. This notice provides 
guidance on eligibility for funding, use 
of funding, grant mechanisms and 
process for awarding funding, the 
allocation system for distribution of 
funding, and terms and reporting under 
these grants. EPA has consulted with 
state and tribal officials in developing 
this guidance. 

The primary goal of this funding is to 
ensure that state and tribal response 
programs include, or are taking 
reasonable steps to include, certain 
elements and a public record. Another 
goal is to provide funding for other 
activities that increase the number of 
response actions conducted or overseen 
by a state or tribal response program. 
This funding is not intended to supplant 
current state or tribal funding for their 
response programs. Instead, it is to 
supplement their funding to increase 
their response capacity. 

For fiscal year 2009, EPA will 
consider funding requests up to a 
maximum of $1.5 million per state or 
tribe. Subject to the availability of 
funds, EPA regional personnel will be 
available to provide technical assistance 
to states and tribes as they apply for and 
carry out these grants. 
DATES: This action is effective as of 
December 1, 2008. EPA expects to make 
non-competitive grant awards to states 
and tribes which apply during fiscal 
year 2009. 
ADDRESSES: Mailing addresses for U.S. 
EPA Regional Offices and U.S. EPA 
Headquarters can be located at http:// 
www.epa.gov/brownfields. 

FOR FURTHER INFORMATION CONTACT: The 
U.S. EPA’s Office of Solid Waste and 
Emergency Response, Office of 
Brownfields and Land Revitalization, 
(202) 566–2777. 
SUPPLEMENTARY INFORMATION: Section 
128(a) of the Comprehensive 
Environmental Response, 
Compensation, and Liability Act 
(CERCLA), as amended, authorizes a 
noncompetitive $50 million grant 
program to establish and enhance state 1 
and tribal 2 response programs. 
Generally, these response programs 
address the assessment, cleanup, and 
redevelopment of brownfields sites and 
other sites with actual or perceived 
contamination. Section 128(a) 
cooperative agreements are awarded and 
administered by the U.S. Environmental 
Protection Agency (EPA) regional 
offices. This document provides 
guidance that will enable states and 
tribes to apply for and use Fiscal Year 
2009 Section 128(a) funds. 

Requests for funding will be accepted 
from December 1, 2008 through January 
31, 2009. Information required to be 
submitted with the funding request is 
on pages 13–15. States or tribes that fail 
to submit the request in the appropriate 
manner may forfeit their ability to 
request funds. First time requestors are 
strongly encouraged to contact their 
Regional Brownfields Coordinator (see 
page 19) prior to submitting their 
funding request. 

Requests submitted by the January 31, 
2009 request deadline are preliminary; 
final cooperative agreement work plans 
and budgets will be negotiated with the 
regional offices once final allocation 
determinations are made. As in prior 
years, EPA will place special emphasis 
on reviewing a cooperative agreement 
recipients’ use of prior 128(a) funding in 
making allocation decisions. 

States and tribes requesting funds are 
required to provide a Dun and 
Bradstreet Data Universal Numbering 
System (DUNS) number with their final 
cooperative agreement package. For 
more information, please go to 
www.grants.gov. 

The Catalogue of Federal Domestic 
Assistance entry for the Section 128(a) 
State and Tribal Response Program 
cooperative agreements is 66.817. This 
grant program is eligible to be included 
in state and tribal Performance 
Partnership Grants. 

Background 

State and tribal response programs 
oversee assessment and cleanup 
activities at the majority of brownfields 
sites across the country. The depth and 
breadth of state and tribal response 
programs vary. Some focus on CERCLA 
related activities, while others are multi- 
faceted, for example, addressing sites 
regulated by both CERCLA and the 
Resource Conservation and Recovery 
Act (RCRA). Many state programs also 
offer accompanying financial incentive 
programs to spur cleanup and 
redevelopment. In passing Section 
128(a),3 Congress recognized the 
accomplishments of state and tribal 
response programs in cleaning up and 
redeveloping brownfields sites. Section 
128(a) also provides EPA with an 
opportunity to strengthen its 
partnership with states and tribes. 

The primary goal of this funding is to 
ensure that state and tribal response 
programs include, or are taking 
reasonable steps to include, certain 
elements and a ‘‘public record.’’ The 
secondary goal is to provide funding for 
other activities that increase the number 
of response actions conducted or 
overseen by a state or tribal response 
program. This funding is not intended 
to supplant current state or tribal 
funding for their response programs. 
Instead, it is to supplement their 
funding to increase their response 
program’s capacity. 

Subject to the availability of funds, 
EPA regional personnel will be available 
to provide technical assistance to states 
and tribes as they apply for and carry 
out Section 128(a) cooperative 
agreements. 

Eligibility for Funding 

To be eligible for funding under 
CERCLA Section 128(a), a state or tribe 
must: 

Demonstrate that its response program 
includes, or is taking reasonable steps to 
include, the four elements of a response 
program, described below; or (b) be a 
party to voluntary response program 
Memorandum of Agreement (VRP 
MOA) 4 with EPA; 

And 

Maintain and make available to the 
public a record of sites at which 
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5 States and tribes establishing this element may 
find useful information on public participation on 
EPA’s community involvement Web site at http:// 
www.epa.gov/superfund/action/community/ 
index.htm. 

6 For further information on latitude and 
longitude information, please see EPA’s data 
standards Web site available at http:// 
oaspub.epa.gov/edr/epastd$.startup. 

response actions have been completed 
in the previous year and are planned to 
be addressed in the upcoming year, see 
CERCLA § 128(b)(1)(C). 

Matching Funds/Cost-Share 
States and tribes are not required to 

provide matching funds for cooperative 
agreements awarded under Section 
128(a), with the exception of the Section 
128(a) funds a state or tribe uses to 
capitalize a Brownfields Revolving Loan 
Fund under CERCLA 104(k)(3). 

The Four Elements—Section 128(a) 
Section 128(a) recipients that do not 

have a VRP MOA with EPA must 
demonstrate that their response program 
includes, or is taking reasonable steps to 
include, the four elements. 
Achievement of the four elements 
should be viewed as a priority. Section 
128(a) authorizes funding for activities 
necessary to establish and enhance the 
four elements and to establish and 
maintain the public record requirement. 

Generally, the four elements are: 
Timely survey and inventory of 

brownfields sites in state or tribal land. 
EPA’s goal in funding activities under 
this element is to enable the state or 
tribe to establish or enhance a system or 
process that will provide a reasonable 
estimate of the number, likely locations, 
and the general characteristics of 
brownfields sites in their state or tribal 
lands. 

EPA recognizes the varied scope of 
state and tribal response programs and 
will not require states and tribes to 
develop a ‘‘list’’ of brownfields sites. 
However, at a minimum, the state or 
tribe should develop and/or maintain a 
system or process that can provide a 
reasonable estimate of the number, 
likely location, and general 
characteristics of brownfields sites 
within their state or tribal lands. 

Given funding limitations, EPA will 
negotiate work plans with states and 
tribes to achieve this goal efficiently and 
effectively, and within a realistic time 
frame. For example, many of EPA’s 
Brownfields Assessment cooperative 
agreement recipients conduct 
inventories of brownfields sites in their 
communities or jurisdictions. EPA 
encourages states and tribes to work 
with these cooperative agreement 
recipients to obtain the information that 
they have gathered and include it in 
their survey and inventory. 

Oversight and enforcement 
authorities or other mechanisms and 
resources. EPA’s goal in funding 
activities under this element is to have 
state and tribal response programs that 
include oversight and enforcement 
authorities or other mechanisms, and 

resources that are adequate to ensure 
that: 

A response action will protect human 
health and the environment and be 
conducted in accordance with 
applicable federal and state law; and 

The necessary response activities are 
completed if the person conducting the 
response activities fails to complete the 
necessary response activities (this 
includes operation and maintenance or 
long-term monitoring activities). 

Mechanisms and resources to provide 
meaningful opportunities for public 
participation.5 EPA’s goal in funding 
activities under this element is to have 
states and tribes include in their 
response program mechanisms and 
resources for public participation, 
including, at a minimum: 

Public access to documents and 
related materials that a state, tribe, or 
party conducting the cleanup is relying 
on or developing in making cleanup 
decisions or conducting site activities; 

Prior notice and opportunity for 
public comment on cleanup plans and 
site activity; and A mechanism by 
which a person who is, or may be, 
affected by a release or threatened 
release of a hazardous substance, 
pollutant, or contaminant at a 
brownfields site—located in the 
community in which the person works 
or resides—may request that a site 
assessment be conducted. The 
appropriate state or tribal official must 
consider this request and appropriately 
respond. 

Mechanisms for approval of a cleanup 
plan and verification and certification 
that cleanup is complete. EPA’s goal in 
funding activities under this element is 
to have states and tribes include in their 
response program mechanisms to 
approve cleanup plans and to verify that 
response actions are complete, 
including a requirement for certification 
or similar documentation from the state, 
the tribe, or a licensed site professional 
to the person conducting the response 
action that the response action is 
complete. Written approval by a state or 
tribal response program official of a 
proposed cleanup plan is an example of 
an approval mechanism. 

Public Record Requirement 
In order to be eligible for Section 

128(a) funding, states and tribes 
(including those with MOAs) must 
establish and maintain a public record 
system, described below, in order to 
receive funds. Specifically, under 

Section 128(b)(1)(C), states and tribes 
must: 

Maintain and update, at least 
annually or more often as appropriate, 
a record of sites that includes the name 
and location of sites at which response 
actions have been completed during the 
previous year; 

Maintain and update, at least 
annually or more often as appropriate, 
a record of sites that includes the name 
and location of sites at which response 
actions are planned to be addressed in 
the next year; and 

Identify in the public record whether 
or not the site, upon completion of the 
response action, will be suitable for 
unrestricted use. If not, the public 
record must identify the institutional 
controls relied on in the remedy. 

Section 128(a) funds may be used to 
maintain and make available a public 
record system that meets the 
requirements discussed above. 

Distinguishing the ‘‘survey and 
inventory’’ element from the ‘‘public 
record.’’ It is important to note that the 
public record requirement differs from 
the ‘‘timely survey and inventory’’ 
element described in the ‘‘Four 
Elements’’ section above. The public 
record addresses sites at which response 
actions have been completed in the 
previous year and are planned to be 
addressed in the upcoming year. In 
contrast, the ‘‘timely survey and 
inventory’’ element, described above, 
refers to a general approach to 
identifying brownfields sites. 

Making the public record easily 
accessible. EPA’s goal is to enable states 
and tribes to make the public record and 
other information, such as information 
from the ‘‘survey and inventory’’ 
element, easily accessible. For this 
reason, EPA will allow states and tribes 
to use Section 128(a) funding to make 
the public record, as well as other 
information, such as information from 
the ‘‘survey and inventory’’ element, 
available to the public via the internet 
or other means. For example, the 
Agency would support funding state 
and tribal efforts to include detailed 
location information in the public 
record such as the street address and 
latitude and longitude information for 
each site.6 

In an effort to reduce cooperative 
agreement reporting requirements and 
increase public access to the public 
record, EPA encourages states and tribes 
to place their public record on the 
internet. If a state or tribe places the 
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7 States and tribes may find useful information on 
institutional controls on EPA’s institutional 
controls Web site at http://www.epa.gov/superfund/ 
action/ic/index.htm. 

public record on the internet, maintains 
the substantive requirements of the 
public record, and provides EPA with 
the link to that site, EPA will, for 
purposes of cooperative agreement 
funding only, deem the public record 
reporting requirement met. 

Long-term maintenance of the public 
record. EPA encourages states and tribes 
to maintain public record information, 
including data on institutional controls, 
on a long term basis (more than one 
year) for sites at which a response action 
has been completed. Subject to EPA 
regional office approval, states or tribes 
may include development and operation 
of systems that ensure long term 
maintenance of the public record, 
including information on institutional 
controls, in their work plans.7 

Use of Funding 

Overview 
Section 128(a)(1)(B) describes the 

eligible uses of cooperative agreement 
funds by states and tribes. In general, a 
state or tribe may use a cooperative 
agreement to ‘‘establish or enhance’’ 
their response programs, including 
elements of the response program that 
include activities related to responses at 
brownfields sites with petroleum 
contamination. Eligible activities 
include, but are not limited to, the 
following: 

Develop legislation, regulations, 
procedures, ordinances, guidance, etc. 
that would establish or enhance the 
administrative and legal structure of 
their response programs; 

Establish and maintain the required 
public record described above. EPA 
considers activities related to 
maintaining and monitoring 
institutional controls to be eligible costs 
under Section 128(a); 

Conduct limited site-specific 
activities, such as assessment or 
cleanup, provided such activities 
establish and/or enhance the response 
program and are tied to the four 
elements. EPA will not provide Section 
128(a) funds solely for assessment or 
cleanup of specific brownfields sites; 
site specific activities must be an 
incidental part of an overall Section 
128(a) work plan that includes funding 
for other activities that establish or 
enhance the four elements; 

Capitalize a revolving loan fund (RLF) 
for brownfields cleanup under CERCLA 
Section 104(k)(3). These RLFs are 
subject to the same statutory 
requirements and cooperative agreement 

terms and conditions applicable to RLFs 
awarded under Section 104(k)(3). 
Requirements include a 20 percent 
match on the amount of Section 128(a) 
funds used for the RLF, a prohibition on 
using EPA cooperative agreement funds 
for administrative costs relating to the 
RLF, and a prohibition on using RLF 
loans or subgrants for response costs at 
a site for which the recipient may be 
potentially liable under Section 107 of 
CERCLA. Other prohibitions contained 
in CERCLA Section 104(k)(4) also apply; 
or Purchase environmental insurance or 
develop a risk-sharing pool, indemnity 
pool, or insurance mechanism to 
provide financing for response actions 
under a state or tribal response program. 

Uses Related to ‘‘Establishing’’ a State 
or Tribal Response Program 

Under CERCLA Section 128(a), 
‘‘establish’’ includes activities necessary 
to build the foundation for the four 
elements of a state or tribal response 
program and the public record 
requirement. For example, a state or 
tribal response program may use Section 
128(a) funds to develop regulations, 
ordinances, procedures, or guidance. 
For more developed state or tribal 
response programs, ‘‘establish’’ may also 
include activities that keep their 
program at a level that meets the four 
elements and maintains a public record 
required as a condition of funding under 
CERCLA Section 128(b)(1)(C). 

Uses Related to ‘‘Enhancing’’ a State or 
Tribal Response Program 

Under CERCLA Section 128(a), 
‘‘enhance’’ is related to activities that 
add to or improve a state or tribal 
response program or increase the 
number of sites at which response 
actions are conducted under a state or 
tribal response program. 

The exact ‘‘enhancement’’ uses that 
may be allowable depend upon the 
work plan negotiated between the EPA 
regional office and the state or tribe. For 
example, regional offices and states or 
tribes may agree that Section 128(a) 
funds may be used for outreach and 
training directly related to increasing 
awareness of its response program, and 
improving the skills of program staff. It 
may also include developing better 
coordination and understanding of other 
state response programs, e.g., RCRA or 
USTs. Other ‘‘enhancement’’ uses may 
be allowable as well. 

Uses Related to Site-Specific Activities 

States and tribes may use Section 
128(a) funds for activities that improve 
state or tribal capacity to increase the 
number of sites at which response 

actions are conducted under the state or 
tribal response program. 

Eligible uses of funds include, but are 
not limited to, site-specific activities 
such as: 

Conducting assessments or cleanups 
at brownfields sites (see next section for 
additional information); 

Oversight of response action; 
Technical assistance to federal 

brownfields cooperative agreement 
recipients; 

Development and/or review of site- 
specific quality assurance project plans 
(QAPPs); 

Preparation and submission of 
Property Profile Forms; and 

Auditing site cleanups to verify the 
completion of the cleanup. 

Uses Related to Site-Specific 
Assessment and Cleanup Activities 

Site-specific assessment and cleanup 
activities should establish and/or 
enhance the response program and be 
tied to the four elements. EPA will not 
provide Section 128(a) funds solely for 
assessment or cleanup of specific 
brownfields sites; site specific activities 
must be an incidental part of an overall 
Section 128(a) work plan that includes 
funding for other activities that establish 
or enhance the four elements. Site- 
specific assessments and cleanups must 
comply with all applicable federal and 
state laws and are subject to the 
following restrictions: 

Section 128(a) funds can only be used 
for assessments or cleanups at sites that 
meet the definition of a brownfields site 
at CERCLA 101(39). 

Absent EPA approval, no more than 
$200,000 per site can be funded for 
assessments with Section 128(a) funds, 
and no more than $200,000 per site can 
be funded for cleanups with Section 
128(a) funds. 

Absent EPA approval, the state/tribe 
may not use funds awarded under this 
agreement to assess and clean up sites 
owned or operated by the recipient. 

Assessments and cleanups cannot be 
conducted at sites where the state/tribe 
is a potentially responsible party 
pursuant to CERCLA Section 107, 
except: 

At brownfields sites contaminated by 
a controlled substance as defined in 
CERCLA Section 101(39)(D)(ii)(I); or 

When the recipient would satisfy all 
of the elements set forth in CERCLA 
section 101(40) to qualify as a bona fide 
prospective purchaser except that the 
date of acquisition of the property was 
on or before January 11, 2002. 

Subgrants cannot be provided to 
entities that may be potentially 
responsible parties (pursuant to 
CERCLA Section 107) at the site for 
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8 A cooperative agreement is an assistance 
agreement to a state or a tribe that includes 
substantial involvement of EPA regional 
enforcement and program staff during performance 
of activities described in the cooperative agreement 

work plan. Examples of this involvement include 
technical assistance and collaboration on program 
development and site-specific activities. 

9 For purposes of cooperative agreement funding, 
the state’s or tribe’s response program(s) that 
utilized the Section 128(a) funding. 

which the assessment or cleanup 
activities are proposed to be conducted, 
except: 

At brownfields sites contaminated by 
a controlled substance as defined in 
CERCLA Section 101(39)(D)(ii)(I); or 

When the recipient would satisfy all 
of the elements set forth in CERCLA 
section 101(40) to qualify as a bona fide 
prospective purchaser except that the 
date of acquisition of the property was 
on or before January 11, 2002. 

Costs Incurred for Activities at ‘‘Non- 
brownfields’’ Sites 

Costs incurred for activities at non- 
brownfields sites, e.g., oversight, may be 
eligible and allowable if such activities 
are included in the state’s or tribe’s 
work plan. For example, auditing 
completed site cleanups in jurisdictions 
where states or tribes use licensed site 
professionals, to verify that sites have 
been properly cleaned up, may be an 
eligible cost under Section 128(a). These 
costs need not be incurred in 
connection with a brownfields site to be 
eligible, but must be authorized under 
the state’s or tribe’s work plan to be 
allowable. Other uses may be eligible 
and allowable as well, depending upon 
the work plan negotiated between the 
EPA regional office and the state or 
tribe. However, assessment and cleanup 
activities may only be conducted on 
eligible brownfields sites, as defined in 
CERCLA 101(39). 

Uses Related to Site-Specific Activities 
at Petroleum Brownfields Sites 

States and tribes may use Section 
128(a) funds for activities that establish 
and enhance their response programs, 
even if their response programs address 
petroleum contamination. Also, the 
costs of site-specific activities, such as 
site assessments or cleanup at 
petroleum contaminated brownfields 
sites, defined at CERCLA 
§ 101(39)(D)(ii)(II), are eligible and are 
allowable if the activity is included in 
the work plan negotiated between the 
EPA regional office and the state or 
tribe. Section 128(a) funds used to 
capitalize a Brownfields RLF may be 
used at brownfields sites contaminated 
by petroleum to the extent allowed 
under the CERCLA § 104(k)(3) RLF. 

General Programmatic Guidelines for 
128(a) Grant Funding Requests 

Funding authorized under CERCLA 
Section 128(a) is awarded through a 
cooperative agreement 8 with a state or 

tribe. The program is administered 
under the general EPA grant and 
cooperative agreement regulations for 
states, tribes, and local governments 
found in the Code of Federal 
Regulations at 40 CFR Part 31. Under 
these regulations, the cooperative 
agreement recipient for Section 128(a) 
grant program is the government to 
which a cooperative agreement is 
awarded and which is accountable for 
the use of the funds provided. The 
cooperative agreement recipient is the 
entire legal entity even if only a 
particular component of the entity is 
designated in the cooperative agreement 
award document. 

One application per state or tribe. 
Subject to the availability of funds, EPA 
regional offices will negotiate and enter 
into Section 128(a) cooperative 
agreements with eligible and interested 
states or tribes. EPA will accept only one 
application from each eligible state or 
tribe. 

Define the State or Tribal Response 
Program. States and tribes must define 
in their work plan the ‘‘Section 128(a) 
response program(s)’’ to which the 
funds will be applied, and may 
designate a component of the state or 
tribe that will be EPA’s primary point of 
contact for negotiations on their 
proposed work plan. When EPA funds 
the Section 128(a) cooperative 
agreement, states and tribes may 
distribute these funds among the 
appropriate state and tribal agencies that 
are part of the Section 128(a) response 
program. This distribution must be 
clearly outlined in their annual work 
plan. 

Separate cooperative agreements for 
the capitalization of RLFs using Section 
128(a) funds. If a portion of the128(a) 
grant funds requested will be used to 
capitalize a revolving loan fund for 
cleanup, pursuant to 104(k)(3), two 
separate cooperative agreements must 
be awarded, i.e., one for the RLF and 
one for non-RLF uses. States and tribes 
may, however, submit one initial 
request for funding, delineating the RLF 
as a proposed use. Section 128(a) funds 
used to capitalize an RLF are not 
eligible for inclusion into a Performance 
Partnership Grant (PPG). 

Authority To Manage a Revolving 
Loan Fund Program. If a state or tribe 
chooses to use its 128(a) funds to 
capitalize a revolving loan fund 
program, the state or tribe must have the 
authority to manage the program, e.g., 
issue loans. If the agency/department 
listed as the point of contact for the 

128(a) cooperative agreement does not 
have this authority, it must be able to 
demonstrate that another state or tribal 
agency does have the authority to 
manage the RLF and is willing to do so. 

Section 128(a) cooperative 
agreements are eligible for inclusion in 
the Performance Partnership Grant 
(PPG). States and tribes may include 
Section 128(a) cooperative agreements 
in their PPG. 69 Fed. Reg. 51,756 (2004). 
Section 128(a) funds used to capitalize 
an RLF are not eligible for inclusion in 
the PPG. 

Project Period. EPA regional offices 
will determine the project period for 
each cooperative agreement. These may 
be for multiple years depending on the 
regional office’s cooperative agreement 
policies. Each cooperative agreement 
must have an annual budget period tied 
to an annual work plan. 

Demonstrating the Four Elements. As 
part of the annual work plan negotiation 
process, states or tribes that do not have 
VRP MOAs must demonstrate that their 
program includes, or is taking 
reasonable steps to include, the four 
elements described above. EPA will not 
fund, in future years, state or tribal 
response program annual work plans if 
EPA determines that these requirements 
are not met or reasonable progress is not 
being made. EPA may base this 
determination on the information the 
state or tribe provides to support its 
work plan, or on EPA’s review of the 
state or tribal response program. 

Establishing and Maintaining the 
Public Record. Prior to funding a state’s 
or tribe’s annual work plan, EPA 
regional offices will verify and 
document that a public record, as 
described above, exists and is being 
maintained.9 

• States or tribes that received initial 
funding in FY03, FY04, FY05, FY06 or 
FY07: Requests for FY09 funds will not 
be accepted from states or tribes that fail 
to demonstrate, by the January 31, 2009 
request deadline, that they established 
and are maintaining a public record. 
(Note, this would potentially impact any 
state or tribe that had a term and 
condition placed on their FY08 
cooperative agreement that prohibited 
drawdown of FY08 funds prior to 
meeting public record requirement.) 
States or tribes in this situation will not 
be prevented from drawing down their 
prior year funds, once the public record 
requirement is met, but will be 
restricted from applying for FY09 
funding. 
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• States or Tribes that received initial 
funding in FY08: By the time of the 
actual FY09 award, the state or tribe 
must demonstrate that they established 
and maintained the public record (those 
states and tribes that do not meet this 
requirement will have a term and 
condition placed on their FY09 
cooperative agreement that prevents the 
drawdown of FY09 funds until the 
public record requirement is met). 

• Recipients receiving funds for the 
first time in FY09: These recipients have 
one year to meet this requirement and 
may utilize the 128(a) cooperative 
agreement funds to do so. 

Demonstration of Significant Utilization 
of Prior Years’ Funding 

During the allocation process, EPA 
headquarters places significant 
emphasis on the utilization of prior 
years’ funding. When submitting your 
request for FY09 funds, the following 
information must be submitted: 

• For those states and tribes with 
Superfund VCP Core or Targeted 
Brownfields Assessment cooperative 
agreements awarded under CERCLA 
104(d), you must provide, by agreement 
number, the amount of funds that have 
not been requested for reimbursement 
(i.e., those funds that remain in EPA’s 
Financial Data Warehouse) and must 
provide a detailed explanation and 
justification for why such funds should 
not be considered in the funding 
allocation process. 

• For those states and tribes that 
received FY03, FY04, FY05, FY06 and/ 
or FY07 Section 128 funds, you must 
provide the amount of FY03, FY04, 
FY05, FY06 and/or FY07 funds that 
have not been requested for 
reimbursement (i.e, those funds that 
remain in EPA’s Financial Data 
Warehouse) and must provide a detailed 
explanation and justification for why 
such funds should not be considered in 
the funding allocation process. 

Note: EPA Regional staff will review EPA’s 
Financial Database Warehouse to confirm the 
amount of outstanding funds reported. It is 
strongly recommended that you work with 
your regional counterpart to determine the 
amount of funds ‘‘outstanding.’’ In making 
this determination, EPA will take into 
account those funds that have been 

committed through an appropriate state or 
tribal contract, inter-agency agreement, or 
similar type of binding agreement, but have 
not been requested for reimbursement, i.e., 
that are not showing as ‘‘drawn down’’ in 
EPA’s Data Warehouse. 

Demonstration of Need to Receive 
Funds above the FY08 Funding 
Distribution. Due to the limited amount 
of funding available, recipients must 
demonstrate a specific need when 
requesting an amount above the amount 
allocated to the state or tribe in FY08. 

Allocation System and Process for 
Distribution of Fund 

EPA regional offices will work with 
interested states and tribes to develop 
their preliminary work plans and 
funding requests. Final cooperative 
agreement work plans and budgets will 
be negotiated with the regional office 
once final allocation determinations are 
made. 

For Fiscal Year 2009, EPA will 
consider funding requests up to a 
maximum of $1.5 million per state or 
tribe. This limit may be changed in 
future years based on appropriation 
amounts and demand for funding. 

EPA will target funding of at least $3 
million per year for tribal response 
programs. If this funding is not used, it 
will be carried over and added to at 
least $3 million in the next fiscal year. 
It is expected that the funding demand 
from tribes will increase through the life 
of this cooperative agreement program 
and this funding allocation system 
should ensure that adequate funding for 
tribal response programs is available in 
future years. 

After the January 31, 2009 request 
deadline, regional offices will submit 
summaries of state and tribal requests to 
EPA headquarters. Before submitting 
requests to EPA headquarters, regional 
offices may take into account additional 
factors when determining recommended 
allocation amounts. Such factors 
include, but are not limited to, the 
depth and breadth of the state or tribal 
program; scope of the perceived need 
for the funding, e.g., size of state or 
tribal jurisdiction or the proposed work 
plan balanced against capacity of the 
program, amount of prior funding, and 
funds remaining from prior years, etc. 

After receipt of the regional 
recommendations, EPA headquarters 
will consolidate requests and allocate 
funds accordingly. 

Information To Be Submitted With the 
Funding Request 

States and tribes requesting 128(a) 
FY09 funds must submit the following 
information, as applicable, to their 
regional contact on or before January 31, 
2009 (regions may request additional 
information, as needed): 

• For those states and tribes with 
prior Superfund VCP Core or Targeted 
Brownfields Assessment funding 
awarded under CERCLA 104(d), 
provide, by agreement number, the 
amount of funds that have not been 
requested for reimbursement (i.e., those 
funds that remain in EPA’s Financial 
Data Warehouse) and a detailed 
explanation and justification for why 
such funds should not be considered in 
the funding allocation process. EPA will 
take into account those funds that have 
been committed through an appropriate 
state or tribal contract, interagency 
agreement, or similar type of binding 
agreement. 

• For those states and tribes that 
received an allocation of FY03, ’04, ’05, 
’06 and/or ’07 128(a) funds, provide the 
amount of FY03, ’04, ’05, ’06 and/or ’07 
funds that have not been requested for 
reimbursement (i.e., those funds that 
remain in EPA’s Financial Data 
Warehouse) and a detailed explanation 
and justification for why such funds 
should not be considered in the funding 
allocation process. EPA will take into 
account those funds that have been 
committed through an appropriate state 
or tribal contract, interagency 
agreement, or similar type of binding 
agreement. 

• For those states and tribes 
requesting amounts above their FY08 
allocation, provide an explanation of the 
specific need(s) that triggered the 
request for increased funding. 

• All states and tribes requesting 
FY09 funds must submit a summary of 
the planned use of the funds with 
associated dollar amounts. Please 
provide it in the following format: 

Funding use Requested amount Summary of intended use 

Establish or Enhance the four elements: 1. Timely survey 
and inventory of brownfields sites; 2. Oversight and en-
forcement authorities or other mechanisms; 3. Mecha-
nisms and resources to provide meaningful opportunities 
for public participation; and 4. Mechanisms or approval 
of a cleanup plan and verification and certification that 
cleanup is complete.

$XX,XXX (EXAMPLE USES) 
• inventory and prioritize brownfields sites. 
• develop a community involvement process. 
• fund an outreach coordinator. 
• develop/enhance ordinances, regulations, procedures 

for response programs. 
• issue public notices of site activities. 
• review cleanup plans and verify completed actions. 
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Funding use Requested amount Summary of intended use 

Establish and Maintain the Public Record ............................ XX,XXX (EXAMPLE USES) 
• maintain public record. 
• create web site for public record. 
• disseminate public information on how to access the 

public record. 
Enhance the Response Program .......................................... XX,XXX (EXAMPLE USES) 

• provide oversight of site assessments and cleanups. 
• attend training and conferences on brownfields cleanup 

technologies & other brownfields topics. 
• update and enhance program management activities. 
• negotiate/oversee contracts for response programs. 
• enhance program management & tracking systems. 
• prepare Property Profile Forms/input data into ACRES 

database. 
Site-specific Activities ............................................................ XX,XXX (EXAMPLE USES) 
(amount requested should be incidental to the workplan, 

e.g., less than half of the total funding requested).
• develop QAPPs. 
• perform site assessments and cleanups. 
• prepare Property Profile Forms/input data into ACRES 

database for these sites. 
Environmental Insurance ....................................................... XX,XXX (EXAMPLE USES) 

• review potential uses of environmental insurance. 
Revolving Loan Fund ............................................................ XX,XXX (EXAMPLE USES) 

• create a cleanup revolving loan fund. 

Total Funding Requested ............................................... XXX,XXX 

Reporting of Program Activity Levels 
States and tribes must report, by 

January 31, 2009, a summary of the 
previous federal fiscal year’s work 
(October 1, 2007 through September 30, 
2008). The following information must 
be submitted to your regional project 
officer (if no activity occurred in the 
particular category, indicate ‘‘N/A’’): 

• Number of properties enrolled in 
the response program supported by the 
CERCLA 128(a) funding. 

• Number of properties that received 
a No Further Action (NFA) 
documentation or a Certificate of 
Completion (COC) or equivalent, AND 
have all required institutional controls 
in place. 

• Number of properties that received 
an NFA or COC or equivalent and do 
NOT have all required institutional 
controls in place. 

• Total number of acres associated 
with properties in the second bullet 
above. 

• (OPTIONAL) Number of properties 
where assistance was provided, but the 
property was NOT enrolled in the 
response program. 

Terms and Reporting 
Cooperative agreements for state and 

tribal response programs will include 
programmatic and administrative terms 
and conditions. These terms and 
conditions will describe EPA’s 
substantial involvement including 
technical assistance and collaboration 
on program development and site- 
specific activities. 

Progress Reports. In accordance with 
40 CFR 31.40, state and tribes must 

provide progress reports as provided in 
the terms and conditions of the 
cooperative agreement negotiated with 
EPA regional offices. State and tribal 
costs for complying with reporting 
requirements are an eligible expense 
under the Section 128(a) cooperative 
agreement. As a minimum, state or 
tribal progress reports must include 
both a narrative discussion and 
performance data relating to the state’s 
or tribe’s accomplishments and 
environmental outputs associated with 
the approved budget and workplan and 
should provide an accounting of 128(a) 
funding. If applicable, the state or tribe 
must include information on activities 
related to establishing or enhancing the 
four elements of the state’s or tribe’s 
response program. All recipients must 
provide information relating to 
establishing or, if already established, 
maintaining the public record. 

Depending upon the activities 
included in the state’s or tribe’s work 
plan, an EPA regional office may request 
that a progress report include: 

Information related to the public 
record. All recipients must report 
information related to establishing or, if 
already established, maintaining the 
public record, described above. States 
and tribes can refer to an already 
existing public record, e.g., Web site or 
other public database to meet this 
requirement. 

For the purposes of cooperative 
agreement funding only, and depending 
upon the activities included in the state 
or tribe’s work plan, this may include: 

A list of sites at which response 
actions have been completed including: 

• Date the response action was 
completed. 

• Site name. 
• Name of owner at time of cleanup, 

if known. 
• Location of the site (street address, 

and latitude and longitude). 
• Whether an institutional control is 

in place. 
• Explain the type of institutional 

control in place (e.g., deed restriction, 
zoning restriction, local ordinance, state 
registries of contaminated property, 
deed notices, advisories, etc.). 

• Nature of the contamination at the 
site (e.g., hazardous substances, 
contaminants, or pollutants, petroleum 
contamination, etc.). 

• Size of the site in acres. 
A list of sites planned to be addressed 

by the state or tribal response program 
including: 

• Site name and the name of owner 
at time of cleanup, if known. 

• Location of the site (street address, 
and latitude and longitude). 

• To the extent known, whether an 
institutional control is in place. 

• Explain the type of the institutional 
control in place (e.g., deed restriction, 
zoning restriction, local ordinance, state 
registries of contaminated property, 
deed notices, advisories, etc.). 

• To the extent known, the nature of 
the contamination at the site (e.g., 
hazardous substances, contaminants, or 
pollutants, petroleum contamination, 
etc.). 

• Size of the site in acres. 
Reporting environmental insurance. 

Recipients with work plans that include 
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funding for environmental insurance 
must report: 

• Number and description of 
insurance policies purchased (e.g., type 
of coverage provided; dollar limits of 
coverage; any buffers or deductibles; 
category and identity of insured 
persons; premium; first dollar or 
umbrella; site specific or blanket; 
occurrence or claims made, etc.). 

• The number of sites covered by the 
insurance. 

• The amount of funds spent on 
environmental insurance (e.g., amount 
dedicated to insurance program, or to 
insurance premiums). 

• The amount of claims paid by 
insurers to policy holders. 

Reporting for site-specific assessment 
or cleanup activities. Recipients with 
work plans that include funding for 
brownfields site assessment or cleanup 
must provide information required by 
the OMB-approved Property Profile 
Form for input into the Assessment 
Cleanup and Redevelopment Exchange 
System (ACRES) database for each site 
assessment and cleanup. 

Reporting for other site-specific 
activities. Recipients with work plans 
that include funding for other site- 
specific related activities must include a 
description of the site-specific activities 
and the number of sites at which the 
activity was conducted. For example: 

• Number and frequency of oversight 
audits of licensed site professional 
certified cleanups. 

• Number and frequency of state/ 
tribal oversight audits conducted. 

• Number of sites where staff 
conducted audits, provided technical 

assistance, or conducted other oversight 
activities. 

• Number of staff conducting 
oversight audits, providing technical 
assistance, or conducting other 
oversight activities. 

Reporting for RLF uses. Recipients 
with work plans that include funding 
for Revolving Loan Fund (RLF) must 
include the information required by the 
terms and conditions for progress 
reporting under CERCLA section 
104(k)(3) RLF cooperative agreements. 

Reporting for Non-MOA states and 
tribes. All recipients without a VRP 
MOA must report activities related to 
establishing or enhancing the four 
elements of the state’s or tribe’s 
response program. For each element 
state/tribes must report how they are 
maintaining the element or how they are 
taking reasonable steps to establish or 
enhance the element as negotiated in 
individual state/tribal work plans. For 
example, pursuant to CERCLA Section 
128(a)(2)(B), reports on the oversight 
and enforcement authorities/ 
mechanisms element may include: 

• A narrative description and copies 
of applicable documents developed or 
under development to enable the 
response program to conduct 
enforcement and oversight at sites. For 
example: 
Æ Legal authorities and mechanisms 

(e.g., statutes, regulations, orders, 
agreements); 
Æ Policies and procedures to 

implement legal authorities; and other 
mechanisms; 

• A description of the resources and 
staff allocated/to be allocated to the 

response program to conduct oversight 
and enforcement at sites as a result of 
the cooperative agreement; 

• A narrative description of how 
these authorities or other mechanisms, 
and resources, are adequate to ensure 
that: 
Æ A response action will protect 

human health and the environment; and 
be conducted in accordance with 
applicable federal and state law; and if 
the person conducting the response 
action fails to complete the necessary 
response activities, including operation 
and maintenance or long-term 
monitoring activities, the necessary 
response activities are completed; and 

• A narrative description and copy of 
appropriate documents demonstrating 
the exercise of oversight and 
enforcement authorities by the response 
program at a brownfields site. 

Where applicable, EPA may require 
states/tribes to report specific 
performance measures related to the 
four elements which can be aggregated 
for national reporting to Congress. 

The regional offices may also request 
other information be added to the 
progress reports, as appropriate, to 
properly document activities described 
by the cooperative agreement work plan. 
EPA regions may allow states or tribes 
to provide performance data in 
appropriate electronic format. 

The regional offices will forward 
progress reports to EPA Headquarters, if 
requested. This information may be 
used to develop national reports on the 
outcomes of CERCLA Section 128(a) 
funding to states and tribes. 

REGIONAL BROWNFIELDS COORDINATORS 

Region States Address & phone number 

EPA Region 1, Diane Kelley ...................... CT, ME, MA, NH, RI, VT .......................... One Congress Street, Suite 1100, Boston, MA 02114– 
2023, Phone (617) 918–1424, Fax (617) 918–1291. 

EPA Region 2, Ramon Torres ................... NJ, NY, PR, VI .......................................... 290 Broadway, 18th Floor, New York, NY 10007, 
Phone (212) 637–4309, Fax (212) 637–4360. 

EPA Region 3, Tom Stolle ......................... DE, DC, MD, PA, VA, WV ........................ 1650 Arch Street, Mail Code 3HS51, Philadelphia, 
Pennsylvania 19103, Phone (215) 814–3129, Fax 
(215) 814–5518. 

EPA Region 4, Mike Norman ..................... AL, FL, GA, KY, MS, NC, SC, TN ............ Atlanta Federal Center, 61 Forsyth Street, SW., 10th fl, 
Atlanta, GA 30303–8960, Phone (404) 562–8792, 
Fax (404) 562–8439. 

EPA Region 5, Deborah Orr ...................... IL, IN, MI, MN, OH, WI ............................. 77 West Jackson Boulevard, Mail Code SE–4J, Chi-
cago, Illinois 60604–3507, Phone (312) 886–7576, 
Fax (312) 886–7190. 

EPA Region 6, Monica Chapa Smith ......... AR, LA, NM, OK, TX ................................ First Interstate Bank Tower at Fountain Place, 1445 
Ross Avenue, Suite 1200, (6SF–VB), Dallas, Texas 
75202–2733, Phone (214) 665–6780, Fax (214) 665– 
6660. 

EPA Region 7, Susan Klein ....................... IA, KS, MO, NE ........................................ 901 N. 5th Street, Kansas City, Kansas 66101, Phone 
(913) 551–7786, Fax (913) 551–8688. 

EPA Region 8, Dan Heffernan ................... CO, MT, ND, SD, UT, WY ........................ 1595 Wynkoop Street (EPR–B), Denver, CO 80202– 
1129, Phone (303) 312–7074, Fax (303) 312–6065. 

EPA Region 9, Debbie Schechter .............. AZ, CA, HI, NV, AS, GU ........................... 75 Hawthorne Street, SFD 9–1, San Francisco, Cali-
fornia 94105, Phone (415) 972–3093, Fax (415) 947– 
3520. 
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REGIONAL BROWNFIELDS COORDINATORS—Continued 

Region States Address & phone number 

EPA Region 10, Susan Morales ................ AK, ID, OR, WA ........................................ 1200 Sixth Avenue, Suite 900, Mailstop: ECL–112, Se-
attle, Washington 98101, Phone (206) 553–7299, 
Fax (206) 553–0124. 

Statutory and Executive Order 
Reviews: Under Executive Order 12866 
(58 FR 51735, October 4, 1993), this 
action is not a ‘‘significant regulatory 
action’’ and is therefore not subject to 
OMB review. Because this grant action 
is not subject to notice and comment 
requirements under the Administrative 
Procedures Act or any other statute, it 
is not subject to the Regulatory 
Flexibility Act (5 U.S.C. Section 601 et.) 
or Sections 202 and 205 of the 
Unfunded Mandates Reform Act of 1999 
(UMRA) (Pub. L. 104–4). In addition, 
this action does not significantly or 
uniquely affect small governments. 
Although this action does not generally 
create new binding legal requirements, 
where it does, such requirements do not 
substantially and directly affect Tribes 
under Executive Order 13175 (63 FR 
67249, November 9, 2000). Although 
this grant action does not have 
significant Federalism implications 
under Executive Order 13132 (64 FR 
43255, August 10, 1999), EPA consulted 
with states in the development of these 
grant guidelines. This action is not 
subject to Executive Order 13211, 
‘‘Actions Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use’’ (66 FR 28355, May 
22, 2001), because it is not a significant 
regulatory action under Executive Order 
12866. This action does not involve 
technical standards; thus, the 
requirements of Section 12(d) of the 
National Technology Transfer and 
Advancement Act of 1995 (15 U.S.C. 
Section 272 note) do not apply. This 
action does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act of 1995 
(44 U.S.C. Section 3501 et seq.). The 
Congressional Review Act, 5 U.S.C. 801 
et seq., generally provides that before 
certain actions may take effect, the 
agency promulgating the action must 
submit a report, which includes a copy 
of the action, to each House of the 
Congress and to the Comptroller General 
of the United States. Since this grant 
action, when finalized, will contain 
legally binding requirements, it is 
subject to the Congressional Review Act, 
and EPA will submit its final action in 
its report to Congress under the Act. 

Dated: November 12, 2008. 
David R. Lloyd, 
Director, Office of Brownfields and Land 
Revitalization, Office of Solid Waste and 
Emergency Response. 
[FR Doc. E8–27473 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OPP–2008–0650; FRL–8386–4] 

Petition for Rulemaking Requesting 
EPA Regulate Nanoscale Silver 
Products as Pesticides; Notice of 
Availability 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice makes available 
for public review and comment a 
petition for rulemaking and collateral 
relief filed by the International Center 
for Technology Assessment (ICTA) and 
others. In general, the petition requests 
that the Agency classify nanoscale silver 
as a pesticide, require formal pesticide 
registration of all products containing 
nanoscale silver, analyze the potential 
human health and environmental risks 
of nanoscale silver, take regulatory 
actions under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA) 
against existing products that contain 
nanoscale silver, and take other 
regulatory actions under FIFRA as 
appropriate for nanoscale silver 
products. The Agency has determined 
that the petition raises issues that 
potentially affect private and public 
sector stakeholders. Through this notice, 
EPA is asking for public comment on 
the petition. 
DATES: Comments must be received on 
or before January 20, 2009. 
ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number EPA–HQ–OPP–2008–0650, by 
one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility’s normal hours of operation 
(8:30 a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

Instructions: Direct your comments to 
docket ID number EPA–HQ–OPP–2008– 
0650. EPA’s policy is that all comments 
received will be included in the docket 
without change and may be made 
available on-line at http:// 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
consider to be CBI or otherwise 
protected through regulations.gov or e- 
mail. The regulations.gov website is an 
‘‘anonymous access’’ system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part of the comment that is 
placed in the docket and made available 
on the Internet. If you submit an 
electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket: All documents in the docket 
are listed in the docket index available 
at http://www.regulations.gov. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
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is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either in the 
electronic docket at http:// 
www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30 a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305–5805. 
FOR FURTHER INFORMATION CONTACT: 
Nathanael R. Martin, Field and External 
Affairs Division, Office of Pesticide 
Programs, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001; telephone 
number: (703) 305–6475; fax number: 
(703) 305–5884; e-mail address: 
martin.nathanael@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are a business engaged 
in the manufacturing of pesticides and 
other agricultural chemicals. Potentially 
affected entities may include, but are 
not limited to: 

• Pesticide and other agricultural 
chemical manufacturing (NAICS 
325320), e.g., businesses engaged in the 
manufacture of pesticides. 

• Antimicrobial pesticides (NAICS 
32561) 

This listing is not intended to be 
exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, please 
contact Betty Shackleford, Associate 
Director, Antimicrobials Division of the 
Office of Pesticide Programs at (703) 
308–6411 or via email, 
shackleford.betty@epa.gov 

B. What Should I Consider as I Prepare 
My Comments for EPA? 

1. Submitting CBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or all of the information that 
you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 

disk or CD-ROM as CBI and then 
identify electronically within the disk or 
CD-ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket ID 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Summary of the Petition 

The following entities are listed as 
petitioners in the ‘‘Petition for 
Rulemaking Requesting EPA Regulate 
Nano-Silver Products as Pesticides’’: 

1. International Center for Technology 
Assessment (CTA) 

2. Center for Food Safety (CFS) 
3. Beyond Pesticides 
4. Friends of the Earth (FOE) 
5. Greenpeace 
6. Action Group on Erosion, 

Technology and Concentration 
7. Center for Environmental Health 

(CEH) 
8. Silicon Valley Toxics Coalition 

(SVTC) 
9. Institute for Agriculture and Trade 

Policy (IATP) 
10. Clean Production Action (CPA) 
11. Food & Water Watch 
12. Loka Institute 
13. Center for the Study of Responsive 

Law (CSRL) 

14. Consumers Union 
The petitioners note the rapid 

increase in the number of products 
containing manufactured or engineered 
nanoscale materials. They further point 
out that scientists have identified that 
nanoscale materials can have 
fundamentally different properties from 
the non-nanoscale or bulk forms of the 
same compounds, and that these unique 
properties may pose new environmental 
and human health risks. Additionally, 
the petitioners review EPA’s procedural 
history with respect to nanotechnology 
and conclude that the Agency has not 
provided adequate regulatory oversight 
for this emerging technology. 

Due to the rapid commercialization of 
nanotechnology, potential 
environmental and health concerns, and 
perceived lack of regulatory oversight, 
the petitioners request that the EPA 
undertake the following actions: 

1. Classify nanoscale silver as a 
pesticide and require manufacturers to 
register nanoscale silver products as 
pesticides pursuant to Federal 
Insecticide Fungicide and Rodenticide 
Acts (FIFRA). Furthermore, in reference 
to nanoscale silver, petitioners request 
that EPA clarify that pesticidal intent 
and public health claims can be both 
implicit and explicit, and that 
manufacturers cannot avoid pesticide 
classification (and registration under 
FIFRA) simply by stripping their 
products of labeling. 

2. Determine that nanoscale 
pesticides, such as nanoscale silver 
pesticides, are new pesticidal 
substances that require new pesticide 
registration under FIFRA, with 
accompanying toxicity testing and risk 
assessment specific to nanoscale 
materials. 

3. Assess the potential human health 
and environmental risks of nanoscale 
silver pursuant to EPA’s statutory 
obligations under FIFRA, the Food 
Quality Protection Act (FQPA), the 
Endangered Species Act (ESA), and the 
National Environmental Policy Act 
(NEPA). The petitioners recommend 
that EPA analyze existing scientific 
studies on the environmental health and 
safety of nanoscale silver; assess the 
potential impacts of nanoscale silver on 
children and infants; ensure the 
protection of threatened and endangered 
species in connection with any EPA 
actions involving nanoscale silver; and 
assess the environment impacts of any 
Agency actions involving nanoscale 
silver, including completing a 
programmatic environmental impact 
statement. 

4. Take immediate statutory and 
regulatory action to prohibit the sale of 
nanoscale silver products, classifying 
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these products as illegal pesticide 
products with unapproved health 
benefit claims. In this regard, the 
petition claims that the nanoscale silver 
products currently on the market are in 
clear violation of FIFRA. The petition 
recommends that EPA pursue 
enforcement actions against and issue 
enforcement penalties to those 
manufacturers and/or distributors 
currently selling nanoscale silver 
products. 

III. What Action is the Agency Taking? 
Through this notice, the Agency is 

making the petition submitted by ICTA 
et al. available for review and is asking 
for public comment on the same. Any 
public comment received on this 
petition before the issuance of this 
notice will be reviewed and listed in the 
electronic docket. Following the review 
of the petition and any comments 
received in response to this notice, EPA 
will decide how best to respond to the 
petition. The petition is available on 
EPA’s Electronic Docket at http:// 
www.regulations.gov. To locate this 
information on the homepage of EPA’s 
Electronic Docket, select ‘‘Quick 
Search’’ and type the OPP docket ID 
number EPA–HQ–OPP–2008–0650. 
Once the search has located the docket, 
clicking on ‘‘Docket ID’’ will bring up a 
list of all documents in the docket 
related to the petition. 

List of Subjects 
Environmental protection, pesticides 

and pests, nanotechnology. 
Dated: November 5, 2008. 

Debra Edwards, 
Director, Office of Pesticide Programs. 
[FR Doc. E8–27204 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OPP–2008–0416; FRL–8388-4] 

Chromated Arsenicals, 
Pentachlorophenol, Creosote 
Reregistration Eligibility Decisions; 
Notice of Availability 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice announces the 
availability of EPA’s Reregistration 
Eligibility Decision (REDs) for the 
pesticides chromated arsenicals (e.g., 

CCA), pentachlorophenol, and creosote, 
collectively referred to as ‘‘heavy duty 
wood preservatives.’’ The Agency’s risk 
assessments and other related 
documents also are available in the 
chromated arsenicals, 
pentachlorophenol, and creosote 
Dockets. The term heavy duty wood 
preservative is used to differentiate 
wood preservatives applied using 
specialized high pressure treatment 
cylinders (also called ‘‘retorts’’) from 
those applied using non-specialized 
methods (e.g., brush, dip). The three 
wood preservatives are used primarily 
for industrial purposes such as utility 
poles, pilings, and railroad ties. EPA has 
reviewed the heavy duty wood 
preservatives through the public 
participation process that the Agency 
uses to involve the public in developing 
pesticide reregistration and tolerance 
reassessment decisions. Through these 
programs, EPA is ensuring that all 
pesticides meet current health and 
safety standards. 

FOR FURTHER INFORMATION CONTACT: For 
pesticide-specific information contact 
the Chemical Review Manger identified 
in the Table in Unit II. for the pesticide 
of interest. 

For general information contact: 
Lance Wormell, Antimicrobials Division 
(7510P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703) 603–0523; fax number: (703) 308– 
6467; e-mail address: 
wormell.lance@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

This action is directed to the public 
in general, and may be of interest to a 
wide range of stakeholders including 
environmental, human health, and 
agricultural advocates; the chemical 
industry; pesticide users; and members 
of the public interested in the sale, 
distribution, or use of pesticides. Since 
others also may be interested, the 
Agency has not attempted to describe all 
the specific entities that may be affected 
by this action. If you have any questions 
regarding the applicability of this action 
to a particular entity, consult the person 
listed under FOR FURTHER INFORMATION 
CONTACT. 

B. How Can I Get Copies of this 
Document and Other Related 
Information? 

1. Docket. EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2008–0416. Publicly available 
docket materials are available either in 
the electronic docket at http:// 
www.regulations.gov, or, if only 
available in hard copy, at the Office of 
Pesticide Programs (OPP) Regulatory 
Public Docket in Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. The hours of 
operation of this Docket Facility are 
from 8:30 a.m. to 4 p.m., Monday 
through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305–5805. 

2. Electronic access. You may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. 

II. Background 

A. What Action is the Agency Taking? 

Under section 4 of the Federal 
Insecticide, Fungicide, and Rodenticide 
Act (FIFRA), EPA is reevaluating 
existing pesticides to ensure that they 
meet current scientific and regulatory 
standards. EPA has completed REDs for 
the pesticides, chromated arsenicals, 
pentachlorophenol, and creosote under 
section 4(g)(2)(A) of FIFRA. These heavy 
duty wood preservatives are applied 
using specialized high pressure 
treatment cylinders (also called 
‘‘retorts’’) and treated products are used 
primarily for industrial purposes such 
as utility poles, pilings, and railroad 
ties. EPA has determined that the data 
base to support reregistration is 
substantially complete and that 
products containing chromated 
arsenicals, pentachlorophenol, and 
creosote are eligible for reregistration, 
provided the risks are mitigated either 
in the manner described in the REDs or 
by other means that achieve equivalent 
risk reduction. Upon submission of any 
required product specific data under 
section 4(g)(2)(B) of FIFRA and any 
necessary changes to the registration 
and labeling (either to address concerns 
identified in the REDs or as a result of 
product specific data), EPA will make 
final reregistration decisions under 
section 4(g)(2)(C) of FIFRA for products 
containing chromated arsenicals, 
pentachlorophenol, and creosote. 
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TABLE 1.—REREGISTRATION ELIGIBILITY DECISION DOCKETS OPENING 

Registration Case Name and 
Number Docket ID Number Chemical Review Manager, Telephone Number, and E-mail 

Address 

Chromated arsenicals, 0132 EPA–HQ–OPP–2003–0250 Lance Wormell, (703) 603–0523, 
wormell.lance@epa.gov 

Pentachlorophenol, 2505 EPA–HQ–OPP –2004–0402 Diane Isbell, (703) 308–8154, 
isbell.diane@epa.gov 

Creosote, 0139 EPA–HQ–OPP–2003–0248 Jacqueline Campbell-McFarlane, (703) 308–6416, 
campbell-mcfarlane.jacqueline@epa.gov 

Although the chromated arsenicals, 
pentachlorophenol, and creosote REDs 
were signed on September 25, 2008, 
certain components of the document, 
which did not affect the final regulatory 
decision, were undergoing final editing 
at that time. These components, 
including the list of additional generic 
and product-specific data requirements, 
appendices, minor typographical edits, 
and other relevant information, have 
been added to the chromated arsenicals, 
pentachlorophenol, and creosote RED 
documents. 

EPA is applying the principles of 
public participation to all pesticides 
undergoing reregistration and tolerance 
reassessment. The Agency’s Pesticide 
Tolerance Reassessment and 
Reregistration; Public Participation 
Process, published in the Federal 
Register on May 14, 2004, (69 FR 26819) 
(FRL–7357–9) explains that in 
conducting these programs, EPA is 
tailoring its public participation process 
to be commensurate with the level of 
risk, extent of use, complexity of issues, 
and degree of public concern associated 
with each pesticide. Due to its uses, 
risks, and other factors, chromated 
arsenicals, pentachlorophenol, and 
creosote were reviewed through the full 
6–Phase process. Through this process, 
EPA worked extensively with 
stakeholders and the public to reach the 
regulatory decisions for chromated 
arsenicals, pentachlorophenol, and 
creosote. 

The reregistration program is being 
conducted under congressionally 
mandated time frames, and EPA 
recognizes the need both to make timely 
decisions and to involve the public. The 
Agency is not issuing the chromated 
arsenicals, pentachlorophenol, and 
creosote REDs for public comment 
because they were reviewed through the 
full 6-phase process which included 
two 60–day comment periods. 

B. What is the Agency’s Authority for 
Taking this Action? 

Section 4(g)(2) of FIFRA, as amended, 
directs that, after submission of all data 
concerning a pesticide active ingredient, 

the Administrator shall determine 
whether pesticides containing such 
active ingredient are eligible for 
reregistration, before calling in product 
specific data on individual end-use 
products and either reregistering 
products or taking other ‘‘appropriate 
regulatory action.’’ 

List of Subjects 
Environmental protection, Pesticides 

and pests, antimicrobials, heavy duty 
wood preservatives. 

Dated: November 12, 2008. 
Joan Harrigan Farrelly, 
Director, Antimicrobials Division, Office of 
Pesticide Programs. 
FR Doc. E8–27307 Filed 11–18–08; 8:45 am 
BILLING CODE 6560–50–S 

DEPARTMENT OF THE TREASURY 

Office of the Comptroller of the 
Currency 

[Docket ID OCC–2008–0021] 

FEDERAL RESERVE SYSTEM 

[Docket No. OP–1338] 

FEDERAL DEPOSIT INSURANCE 
CORPORATION 

DEPARTMENT OF THE TREASURY 

Office of Thrift Supervision 

[Docket ID OTS–2008–0012] 

NATIONAL CREDIT UNION 
ADMINISTRATION 

RIN 3133–AD38 

Proposed Interagency Appraisal and 
Evaluation Guidelines 

AGENCIES: Office of the Comptroller of 
the Currency, Treasury (OCC); Board of 
Governors of the Federal Reserve 
System (FRB); Federal Deposit 
Insurance Corporation (FDIC); Office of 
Thrift Supervision, Treasury (OTS); and 
National Credit Union Administration 
(NCUA). 

ACTION: Notice with request for 
comment. 

SUMMARY: The OCC, FRB, FDIC, OTS, 
and NCUA (the Agencies), request 
comment on the proposed Interagency 
Appraisal and Evaluation Guidelines 
(proposed Guidelines). The proposed 
Guidelines, which would supersede the 
1994 Interagency Appraisal and 
Evaluation Guidelines (1994 
Guidelines), reflect revisions to the 
Uniform Standards of Professional 
Appraisal Practice (USPAP) and the 
evolution of collateral valuation 
practices, such as the use of automated 
valuation models (AVMs). The proposed 
Guidelines also incorporate refinements 
made by the Agencies to the supervision 
of regulated institutions’ appraisal and 
evaluation programs since 1994 and 
reflect the participation of the NCUA, 
which was not a party to the 1994 
Guidelines. The proposed Guidelines 
are intended to clarify the Agencies’ real 
estate appraisal regulations and promote 
a safe and sound real estate collateral 
valuation program. 
DATES: Comments must be submitted on 
or before January 20, 2009. 
ADDRESSES: Comments should be 
directed to: 

OCC: You may submit comments by 
any of the following methods: 

• E-mail: 
regs.comments@occ.treas.gov. 

• Fax: (202) 874–4448. 
• Mail: Office of the Comptroller of 

the Currency, 250 E Street, SW., Mail 
Stop 1–5, Washington, DC 20219. 

• Hand Delivery/Courier: 250 E 
Street, SW., Attn: Public Information 
Room, Mail Stop 1–5, Washington, DC 
20219. 

Instructions: You must include 
‘‘OCC’’ as the agency name and ‘‘Docket 
ID OCC–2008–0021’’ in your comment. 
In general, OCC will enter all comments 
received into the docket without 
change, including any business or 
personal information that you provide 
such as name and address information, 
e-mail addresses, or phone numbers. 
Comments, including attachments and 
other supporting materials, received are 
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part of the public record and subject to 
public disclosure. Do not enclose any 
information in your comment or 
supporting materials that you consider 
confidential or inappropriate for public 
disclosure. 

You may review comments and other 
related materials by any of the following 
methods: 

• Viewing Comments Personally: You 
may personally inspect and photocopy 
comments at the OCC’s Public 
Information Room, 250 E Street, SW., 
Washington, DC. For security reasons, 
the OCC requires that visitors make an 
appointment to inspect comments. You 
may do so by calling (202) 874–5043. 
Upon arrival, visitors will be required to 
present valid government-issued photo 
identification and submit to security 
screening in order to inspect and 
photocopy comments. 

• Docket: You may also view or 
request available background 
documents and project summaries using 
the methods described above. 

FRB: You may submit comments, 
identified by Docket No. OP–1338, by 
any of the following methods: 

• Agency Web Site: http:// 
www.federalreserve.gov. Follow the 
instructions for submitting comments at 
http://www.federalreserve.gov/ 
generalinfo/foia/ProposedRegs.cfm. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• E-mail: 
regs.comments@federalreserve.gov. 
Include the docket number in the 
subject line of the message. 

• Fax: 202/452–3819 or 202/452– 
3102. 

• Mail: Jennifer J. Johnson, Secretary, 
Board of Governors of the Federal 
Reserve System, 20th Street and 
Constitution Avenue, NW., Washington, 
DC 20551. 

All public comments are available 
from the FRB’s Web site at http:// 
www.federalreserve.gov/generalinfo/ 
foia/ProposedRegs.cfm as submitted, 
unless modified for technical reasons. 
Accordingly, your comments will not be 
edited to remove any identifying or 
contact information. Public comments 
may also be viewed in electronic or 
paper form in Room MP–500 of the 
FRB’s Martin Building (20th and C 
Streets, NW.) between 9 a.m. and 5 p.m. 
on weekdays. 

FDIC: You may submit comments by 
any of the following methods: 

• Agency Web Site: http:// 
www.fdic.gov/regulations/laws/federal. 
Follow instructions for submitting 
comments on the Agency Web Site. 

• E-mail: Comments@FDIC.gov. 
Include ‘‘Proposed Interagency 

Appraisal and Evaluation Guidelines’’ 
in the subject line of the message. 

• Mail: Robert E. Feldman, Executive 
Secretary, Attention: Comments, Federal 
Deposit Insurance Corporation, 550 17th 
Street, NW., Washington, DC 20429. 

• Hand Delivery/Courier: Guard 
station at the rear of the 550 17th Street 
Building (located on F Street) on 
business days between 7 a.m. and 5 p.m. 
(EST). 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

Public Inspection: All comments 
received will be posted without change 
to http://www.fdic.gov/regulations/laws/ 
federal including any personal 
information provided. Comments may 
be inspected and photocopied in the 
FDIC Public Information Center, 3501 
North Fairfax Drive, Room E–1002, 
Arlington, VA 22226, between 9 a.m. 
and 5 p.m. (EST) on business days. 
Paper copies of public comments may 
be ordered from the Public Information 
Center by telephone at (877) 275–3342 
or (703) 562–2200. 

OTS: You may submit comments, 
identified by docket number ID OTS– 
2008–0012, by any of the following 
methods: 

• E-mail: 
regs.comments@ots.treas.gov. Please 
include ID OTS–2008–0012 in the 
subject line of the message and include 
your name and telephone number in the 
message. 

• Fax: (202) 906–6518. 
• Mail: Regulation Comments, Chief 

Counsel’s Office, Office of Thrift 
Supervision, 1700 G Street, NW., 
Washington, DC 20552, Attention: ID 
OTS–2008–0012. 

• Hand Delivery/Courier: Guard’s 
Desk, East Lobby Entrance, 1700 G 
Street, NW., from 9 a.m. to 4 p.m. on 
business days, Attention: Regulation 
Comments, Chief Counsel’s Office, 
Attention: ID OTS–2008–0012. 

Instructions: All submissions received 
must include the agency name and 
docket number for this notice. All 
comments received will be posted 
without change, including any personal 
information provided. Comments 
including attachments and other 
supporting materials received are part of 
the public record and subject to public 
disclosure. Do not enclose any 
information in your comments or 
supporting materials that you consider 
confidential or inappropriate for public 
disclosure. 

• Viewing Comments On-Site: You 
may inspect comments at the Public 
Reading Room, 1700 G Street, NW., by 
appointment. To make an appointment 
for access, call (202) 906–5922, send an 

e-mail to public.info@ots.treas.gov, or 
send a facsimile transmission to (202) 
906–6518. (Prior notice identifying the 
materials you will be requesting will 
assist us in serving you.) We schedule 
appointments on business days between 
10 a.m. and 4 p.m. In most cases, 
appointments will be available the next 
business day following the date we 
receive a request. 

NCUA: You may submit comments by 
any of the following methods (Please 
send comments by one method only): 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• NCUA Web Site: http:// 
www.ncua.gov/ 
RegulationsOpinionsLaws/ 
proposedregs/proposedregs.html Follow 
the instructions for submitting 
comments. 

• E-mail: Address to 
regcomments@ncua.gov. Include ‘‘[Your 
name] Comments on Proposed 
Interagency Appraisal and Evaluation 
Guidelines,’’ in the e-mail subject line. 

• Fax: (703) 518–6319. Use the 
subject line described above for e-mail. 

• Mail: Address to Mary F. Rupp, 
Secretary of the Board, National Credit 
Union Administration, 1775 Duke 
Street, Alexandria, Virginia 22314– 
3428. 

• Hand Delivery/Courier: Same as 
mail address. 

Public inspection: All public 
comments are available on the agency’s 
website at http://www.ncua.gov/ 
RegulationsOpinionsLaws/ 
proposed_regs/comments.html as 
submitted, except as may not be 
possible for technical reasons. Public 
comments will not be edited to remove 
any identifying or contact information. 
Paper copies of comments may be 
inspected in NCUA’s law library, at 
1775 Duke Street, Alexandria, Virginia 
22314, by appointment weekdays 
between 9 a.m. and 3 p.m. To make an 
appointment, call (703) 518–6546 or 
send an e-mail to _OGCMail @ncua.gov 
. 
FOR FURTHER INFORMATION CONTACT: 

OCC: Doreen Ledbetter, Credit Risk 
Specialist, or Vance S. Price, Director, 
Credit and Market Risk Division, (202) 
874–5170; Christopher Manthey, 
Counsel, Bank Activities and Structure, 
or Mitchell Plave, Counsel, Legislative 
and Regulatory Activities, (202) 874– 
5300. 

FRB: Virginia M. Gibbs, Senior 
Supervisory Financial Analyst, (202) 
452–2521; or Sabeth I. Siddique, 
Assistant Director, (202) 452–3861, 
Division of Banking Supervision and 
Regulation; or Walter McEwen, Senior 
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1 Public Law 101–73, 103 Stat. 183 (1989). 
2 12 U.S.C. 3339. 
3 12 U.S.C. 3350(4). 
4 12 U.S.C. 3339. 
5 Id. 
6 OCC: 12 CFR part 34, subpart C; FRB: 12 CFR 

part 208, subpart E and 12 CFR part 225, subpart 
G; FDIC: 12 CFR part 323; OTS: 12 CFR part 564; 
and NCUA: 12 CFR part 722. 

7 See OCC: Comptroller’s Handbook, Commercial 
Real Estate and Construction Lending (1998) 
(Appendix E); FRB: 1994 Interagency Appraisal and 
Evaluation Guidelines (SR letter 94–55); FDIC: FIL– 
74–94; and OTS: 1994 Interagency Appraisal and 
Evaluation Guidelines (Thrift Bulletin 55a). 

8 This includes: The 2003 Interagency Statement 
on Independent Appraisal and Evaluation 
Functions, OCC: Advisory Letter 2003–9; FRB: SR 
letter 03–18; FDIC: FIL–84–2003; OTS: CEO 
Memorandum No.184; and NCUA: NCUA Letter to 
Credit Unions 03–CU–17; the 2005 Frequently 
Asked Questions on the Appraisal Regulations and 
the Interagency Statement on Independent 
Appraisal and Evaluation Functions, OCC: OCC 
Bulletin 2005–6; FRB: SR letter 05–5; FDIC: FIL– 
20–2005; OTS: CEO Memorandum No. 213: and 
NCUA: NCUA Letter to Credit Unions 05–CU–06; 
the 2005 Interagency FAQs on Residential Tract 
Development Lending, OCC: OCC Bulletin 2005–32; 
FRB: SR letter 05–14; FDIC: FIL–90–2005; OTS: 
CEO Memorandum No. 225: and NCUA: NCUA 
Letter to Credit Unions 05–CU–12; and the 2006 
Interagency Statement on the 2006 Revisions to the 
Uniform Standards of Professional Appraisal 
Practice, OCC: OCC Bulletin 2006–27; FRB: SR 
letter 06–9; FDIC: FIL–53–2006; OTS: CEO 
Memorandum No. 240: and NCUA: Regulatory Alert 
06–RA–04. Each of these guidance documents 
continues to be in effect. 

Counsel, (202) 452–3321, or Benjamin 
W. McDonough, Senior Attorney, (202) 
452–2036, Legal Division. For users of 
Telecommunications Device for the Deaf 
(‘‘TDD’’) only, contact (202) 263–4869. 

FDIC: Beverlea S. Gardner, Senior 
Examination Specialist, Division of 
Supervision and Consumer Protection, 
(202) 898–6790, or Janet V. Norcom, 
Counsel, Legal Division, (202) 898– 
8886. 

OTS: Debbie Merkle, Project Manager, 
Credit Risk, Risk Management, (202) 
906–5688, or Marvin Shaw, Senior 
Attorney, Regulations and Legislation 
Division (202) 906–6639. 

NCUA: Moisette Green, Staff 
Attorney, (703) 518–6540 or Robert C. 
Leonard, Program Officer, (703) 518– 
6396. 
SUPPLEMENTARY INFORMATION:

I. Background 
Title XI of the Financial Institutions 

Reform, Recovery, and Enforcement Act 
of 1989 (FIRREA) 1 requires each 
Agency to prescribe appropriate 
standards for the performance of real 
estate appraisals in connection with 
‘‘federally related transactions,’’ 2 which 
are defined as those real estate-related 
financial transactions that an Agency 
engages in, contracts for, or regulates 
and that require the services of an 
appraiser.3 These rules must require, at 
a minimum, that real estate appraisals 
be performed in accordance with 
generally accepted uniform appraisal 
standards as evidenced by the appraisal 
standards promulgated by the Appraisal 
Standards Board of The Appraisal 
Foundation (Appraisal Standards 
Board), and that such appraisals be in 
writing.4 Such appraisals are to be 
performed by an individual whose 
competency has been demonstrated and 
whose professional conduct is subject to 
effective state supervision. An Agency 
may require compliance with additional 
appraisal standards if it makes a 
determination that such additional 
standards are required in order to 
properly carry out its statutory 
responsibilities.5 Each of the Agencies 
has adopted additional appraisal 
standards.6 

The OCC, FRB, FDIC, and OTS jointly 
issued the 1994 Guidelines to provide 
further guidance to regulated financial 
institutions on prudent appraisal and 

evaluation policies, procedures, 
practices, and standards.7 The 1994 
Guidelines address supervisory matters 
relating to real estate appraisals and 
evaluations used to support real estate- 
related financial transactions and 
provide guidance to both examiners and 
regulated institutions about prudent 
appraisal and evaluation programs. In 
particular, the 1994 Guidelines provide 
clarification of expectations for written 
evaluations of real estate collateral in 
certain transactions that do not require 
the services of an appraiser under the 
Agencies’ regulations. 

Over the years, the Agencies have 
issued several additional supervisory 
guidance documents to promote sound 
practices in regulated institutions’ 
appraisal and evaluation programs, 
including independence in the appraisal 
and evaluation functions, the appraisal 
of residential tract development, and 
compliance with revisions to USPAP.8 

Since the issuance of the 1994 
Guidelines, there have been some 
significant developments concerning 
appraisals and advancements in 
regulated institutions’ collateral 
valuation practices. Advances in 
technology, for example, have prompted 
increased use of AVMs to derive values 
for residential transactions that do not 
require the services of an appraiser 
under the appraisal regulations. Further, 
in 2006, the Appraisal Standards Board 
issued significant revisions to USPAP, 
adopting the USPAP Scope of Work 
Rule and deleting the USPAP Departure 
Rule. For these reasons, the Agencies 
are issuing the proposed Guidelines to 
provide further clarification of 
supervisory expectations for regulated 

institutions’ appraisal and evaluation 
programs. 

Independent and reliable collateral 
valuations are core to a regulated 
institution’s real estate credit decisions. 
Therefore, the proposed Guidelines are 
intended to re-enforce the importance of 
sound collateral valuation practices that 
the Agencies’ appraisal regulations 
mandate. The Agencies believe that the 
proposed Guidelines further clarify their 
long standing expectations for an 
institution’s appraisal and evaluation 
program, which are necessary to 
promote safe and sound real estate 
lending activity. 

II. Principal Elements of the Guidelines 
The proposed Guidelines provide 

guidance on elements of a safe and 
sound appraisal and evaluation 
program, including the Agencies’ 
supervisory expectations concerning the 
independence of an institution’s 
appraisal and evaluation program from 
influence by the borrower or the loan 
production staff, the competence of 
individuals who perform appraisals and 
evaluations, standards for the 
development and reporting of appraisals 
and evaluations, and an institution’s 
collateral review function. The 
proposed Guidelines also provide 
guidance and expectations for risk 
management principles and control 
measures for institutions’ appraisal and 
evaluation programs. 

The proposed Guidelines would 
supersede the 1994 Guidelines and 
reflect guidance issued by the Agencies 
over the past several years on 
independence of the appraisal and 
evaluation program, appraisals for 
residential tract developments, and the 
USPAP Scope of Work Rule. The core 
principles of the 1994 Guidelines have 
been retained. Further, the format of the 
1994 Guidelines has been retained in 
the proposed Guidelines to make it 
easier for regulated institutions and 
examiners to find the material that has 
not been revised. 

The following discussion summarizes 
the proposed major revisions to the 
1994 Guidelines. 

Independence of the Appraisal and 
Evaluation Program. The proposed 
Guidelines emphasize the importance of 
the independence of an institution’s 
appraisal and evaluation program from 
influence by the loan production 
process or borrower. For small and rural 
institutions, where complete separation 
of the collateral valuation function and 
the loan production process may not be 
possible, the proposed Guidelines 
discuss prudent minimal safeguards and 
clarify that lending staff should abstain 
from the approval of the loan on which 
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9 OCC 12 CFR part 34, subpart D; FRB: 12 CFR 
part 208, Appendix C; FDIC 12 CFR part 365; and 
OTS 12 CFR 560.100 and 560.101. NCUA’s general 
lending regulation addresses residential real estate 
lending by federal credit unions, and its member 
business loan regulation addresses commercial real 
estate lending. 12 CFR 701.21; 12 CFR part 723. 10 See supra, note 8. 11 See supra, note 8. 

they perform, order, or review an 
appraisal or evaluation. 

Minimum Appraisal Standards. The 
proposed Guidelines provide further 
clarification of the five appraisal 
standards in the Agencies’ appraisal 
regulations, as follows. First, the 
Agencies’ appraisal regulations provide 
that USPAP sets the minimum appraisal 
standards for federally related 
transactions. The proposed Guidelines 
provide clarification of those appraisal 
standards above and beyond USPAP 
that are required by the Agencies’ 
appraisal regulations. Second, the 
Agencies’ appraisal regulations require 
that appraisals for federally related 
transactions be written and contain 
sufficient information to support the 
institution’s credit decision. The 
proposed Guidelines reflect an 
expanded discussion of the Agencies’ 
expectations for the content of 
appraisals that will satisfy this 
requirement. Third, the Agencies’ 
appraisal regulations require that 
appraisals analyze and report 
deductions and discounts for a loan to 
finance proposed construction or 
renovation, partially leased buildings, 
non-market lease terms, and tract 
developments with unsold units. The 
proposed Guidelines provide more 
detail on the application of this 
standard by property type, both 
commercial and residential. Fourth, the 
Agencies’ appraisal regulations require 
that appraisals be based upon the 
regulatory definition of market value. 
The discussion of market value in the 
1994 Guidelines has been expanded in 
the proposed Guidelines to link the 
appraisal regulatory definition of market 
value with the definition of value in the 
Agencies’ real estate lending standards 
guidelines.9 The proposed Guidelines 
also address the definition of ‘‘market 
value’’ in an appraisal for a loan to 
finance a development and construction 
real estate project. Fifth, the Agencies’ 
appraisal regulations require that an 
institution use the services of a state- 
certified or licensed appraiser. The 
proposed Guidelines remind 
institutions that an appraiser’s 
credential is not the sole determination 
of competency and that institutions 
should consider the appraiser’s 
education and experience to assess his 
or her competency for a given appraisal 
assignment. Further, the proposed 
Guidelines remind institutions to 

convey to an appraiser that the 
requirements of the Agencies’ minimum 
appraisal standards are considered 
assignment conditions for an appraiser 
under USPAP. 

Appraisal Development and 
Appraisal Reports. These sections were 
revised to reflect revisions to USPAP 
that the Appraisal Standards Board 
implemented in July 2006 to eliminate 
the USPAP Departure Rule and to adopt 
the USPAP Scope of Work Rule. The 
proposed Guidelines incorporate the 
guidance provided by the Agencies in 
the June 2006 Interagency Statement on 
the 2006 Revisions to USPAP.10 The 
proposed Guidelines remind 
institutions that while the appraiser is 
responsible for complying with USPAP 
and its Scope of Work Rule, the 
institution is responsible for complying 
with the Agencies’ appraisal regulations 
and should discuss its needs and 
expectations for the appraisal with the 
appraiser. Further, the discussion on 
appraisal reports no longer refers to 
specific USPAP reporting formats (that 
is, self-contained, summary, and 
restricted appraisal reports). Rather, the 
discussion addresses the level and 
adequacy of information and analysis in 
the report that is necessary to comply 
with both USPAP and the regulatory 
appraisal requirement to provide 
sufficient information to support the 
institution’s credit decision. Reference 
to the revised USPAP terminology has 
been included in a new proposed 
Appendix C, which provides a glossary 
of terms. The Agencies understand that 
the Appraisal Standards Board may 
consider revisions to the USPAP 
reporting formats so this discussion was 
worded broadly to allow for possible 
USPAP changes. 

Evaluation Content. Under the 
Agencies’ appraisal regulations, an 
institution may obtain or perform an 
evaluation of real property collateral in 
lieu of an appraisal for transactions that 
qualify for certain appraisal exemptions. 
This section describes the Agencies’ 
expectations on the information and 
analysis that should be included in an 
evaluation. An institution should obtain 
more detailed evaluations for higher risk 
real estate-related financial transactions 
or as its portfolio risk increases. Further, 
this section was revised to reflect the 
inclusion of a new appendix (Appendix 
B) in the proposed Guidelines on 
evaluation alternatives. This new 
appendix provides a discussion of 
appropriate practices and controls 
regarding an institution’s use of AVMs 
and tax assessment valuations as 
evaluation alternatives. This section 

also addresses the Agencies’ 
expectations for institutions to establish 
a process and procedures for 
determining the appropriate use of 
evaluation alternatives for a given 
transaction or lending activity, 
considering associated risk. 

Reviewing Appraisals and 
Evaluations. This is a new section in the 
proposed Guidelines and is based on 
material in the Program Compliance 
section in the 1994 Guidelines, the 2003 
Interagency Statement on Independent 
Appraisal and Evaluation Functions, 
and a related statement issued by the 
Agencies in 2005 addressing frequently 
asked questions.11 While the proposed 
Guidelines retain a Program Compliance 
section concerning effective internal 
controls, the new section emphasizes 
the importance of an institution’s 
review function to promote quality 
appraisals and evaluations. The 
Agencies expect institutions to maintain 
a robust review process for ensuring that 
appraisals and evaluations support their 
credit decisions. The program should 
provide for an increasingly 
comprehensive review of appraisals 
supporting transactions that pose higher 
credit risk to the institution. This 
expectation for a risk-based program 
recognizes the importance of the 
collateral valuation process to 
promoting sound credit underwriting 
decisions. As explained in the proposed 
Guidelines, the scope of the review will 
depend upon the type and risk of the 
transaction and the process through 
which the appraisal or evaluation is 
obtained. The proposed Guidelines 
provide guidance on the review process, 
including documentation, 
independence, review procedures, and 
reviewers’ qualifications. The proposed 
Guidelines also indicate that an 
institution with prior approval from its 
primary regulator may employ various 
techniques, such as automated tools or 
sampling methods, for performing pre- 
funding reviews of appraisals or 
evaluations supporting lower risk 
single-family residential mortgages. 
Finally, the proposed Guidelines outline 
expectations for a compliance program 
to establish effective internal controls 
that promote compliance with the 
Agencies’ appraisal regulations, 
supervisory guidelines and institutions’ 
internal policies. 

Portfolio Monitoring and Updating 
Collateral Valuations. This section was 
revised to emphasize the importance of 
sound portfolio monitoring principles 
that set forth criteria for when an 
institution should replace or update 
collateral valuations for existing real 
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12 OCC: 2005–22; FRB: SR letter 05–11; FDIC: FIL 
45–2005; OTS: CEO Memorandum No. 222; and 
NCUA: NCUA Letter to Credit Unions 05–CU–07. 

13 In light of recent events in the residential 
mortgage market, the Agencies are interested in 
comments on the exemption from the regulatory 
appraisal requirements for residential real estate 

transactions involving U.S. government sponsored 
agencies. 

14 These Guidelines pertain to all real estate- 
related financial transactions originated or 
purchased by a regulated institution or its operating 
subsidiary for its own portfolio or as assets held for 
sale, including activities of commercial and 
residential real estate mortgage operations, capital 
markets groups, and asset securitization and sales 
units. 

15 Public Law 101–73, 103 Stat. 183 (1989). 
16 12 U.S.C. 3339. 

17 12 U.S.C. 3350(4). 
18 Supra to Note 3. 
19 Id. 
20 OCC: 12 CFR part 34, subpart C; FRB: 12 CFR 

part 208, subpart E, and 12 CFR part 225, subpart 
G; FDIC: 12 CFR part 323; OTS: 12 CFR part 564; 
and NCUA: 12 CFR part 722. 

21 OCC: 12 CFR part 34, subpart D; FRB: 12 CFR 
part 208, subpart E; FDIC: 12 CFR part 365; and 
OTS: 12 CFR 560.100 and 560.101. 

22 NCUA’s general lending regulation addresses 
residential real estate lending by federal credit 
unions, and its member business loan regulation 
addresses commercial real estate lending. 12 CFR 
701.21; 12 CFR part 723. 

estate loans. In establishing criteria, an 
institution should consider the 
appropriateness of the valuation tool or 
methodology, the age of the original 
appraisal or evaluation, property type, 
current market conditions, and current 
use of the property. Further, the 
proposed Guidelines remind 
institutions that as the reliance on real 
estate becomes more important on an 
existing credit, there is a need for timely 
information to assess the value of the 
real estate collateral and the associated 
risk to the institution. This section also 
explains that examiners have the right 
to require an institution to obtain an 
appraisal or evaluation when there are 
safety and soundness concerns on an 
existing real estate secured credit. 

Appraisal Exemptions (Appendix A). 
This new appendix provides further 
clarification on real estate-related 
financial transactions exempted from 
the Agencies’ appraisal regulations. This 
discussion is based on the preamble to 
the Agencies’ 1994 regulations and 
responds to the questions the Agencies 
have received over the years concerning 
exemptions to their appraisal 
requirements. 

Evaluation Alternatives (Appendix B). 
This new appendix reflects the 
discussion on the use of AVMs and tax 
assessment valuations as evaluation 
alternatives in the Interagency Credit 
Risk Management Guidance for Home 
Equity Lending.12 Appendix B provides 
guidance on the process for selecting 
and validating a model. The appendix 
also provides a framework, in the form 
of a set of questions, that institutions 
may consider for determining when an 
AVM may be an acceptable evaluation 
alternative for a given transaction. 

Glossary of Terms (Appendix C). The 
proposed Guidelines contain a new 
glossary of various terms used in the 
Guidelines and appraisal practice to aid 
institutions in understanding the 
Guidelines. Many of these terms are 
already defined in the Agencies’ 
appraisal regulations and in USPAP. 

III. Request for Comment 

The Agencies are requesting public 
comment on all aspects of the proposed 
Guidelines. In particular, the Agencies 
request comment on the clarity of the 
proposed Guidelines regarding the 
interpretations of the thirteen appraisal 
exemptions discussed in Appendix A.13 

The Agencies further request comment 
on the appropriateness of risk 
management expectations and controls 
in the evaluation process including 
those discussed in Appendix B of the 
proposed Guidelines. The Agencies also 
seek comment on the expectations in 
the proposed Guidelines on reviewing 
appraisals and evaluations. In 
particular, the Agencies seek specific 
comment on whether the use of 
automated tools or sampling methods 
that the proposed Guidelines allow for 
reviews of appraisals or evaluations 
supporting lower risk single-family 
residential mortgages is appropriate for 
other low risk mortgage transactions and 
whether appropriate constraints can be 
placed on the use of these tools and 
methods to ensure the overall integrity 
of the institution’s appraisal process for 
those low risk mortgage transactions. 

The text of the proposed Guidelines, 
entitled proposed 2008 Interagency 
Appraisal and Evaluation Guidelines, is 
as follows: 

Purpose 
The Office of the Comptroller of the 

Currency (OCC), the Board of Governors 
of the Federal Reserve System (FRB), the 
Federal Deposit Insurance Corporation 
(FDIC), the Office of Thrift Supervision 
(OTS), and the National Credit Union 
Administration (NCUA) (the Agencies) 
are jointly issuing these Interagency 
Appraisal and Evaluation Guidelines 
(Guidelines), which supersede the 1994 
Interagency Appraisal and Evaluation 
Guidelines. These Guidelines address 
supervisory matters relating to real 
estate appraisals and evaluations used 
to support real estate-related financial 
transactions.14 Further, these Guidelines 
provide federally regulated institutions 
and examiners clarification on the 
Agencies’ expectations for prudent 
appraisal and evaluation policies, 
procedures, and practices. 

Background 
Title XI of the Financial Institutions 

Reform, Recovery, and Enforcement Act 
of 1989 (FIRREA) 15 requires each 
Agency to prescribe appropriate 
standards for the performance of real 
estate appraisals in connection with 
‘‘federally related transactions,’’ 16 

which are defined as those real estate- 
related financial transactions that an 
Agency engages in, contracts for, or 
regulates and that require the services of 
an appraiser.17 The Agencies’ appraisal 
regulations must require, at a minimum, 
that real estate appraisals be performed 
in accordance with generally accepted 
uniform appraisal standards as 
evidenced by the appraisal standards 
promulgated by the Appraisal Standards 
Board, and that such appraisals be in 
writing.18 An Agency may require 
compliance with additional appraisal 
standards if it makes a determination 
that such additional standards are 
required in order to properly carry out 
its statutory responsibilities.19 Each of 
the Agencies has adopted additional 
appraisal standards.20 

The Agencies’ real estate lending 
regulations and guidelines,21 issued 
pursuant to section 304 of the Federal 
Deposit Insurance Corporation 
Improvement Act of 1991 (FDICIA), 
require each institution to adopt and 
maintain written real estate lending 
policies that are consistent with 
principles of safety and soundness and 
that reflect consideration of the real 
estate lending guidelines issued as an 
appendix to the regulations.22 The real 
estate lending guidelines state that an 
institution’s real estate lending program 
should include an appropriate real 
estate appraisal and evaluation program. 

Supervisory Policy 
An institution’s real estate appraisal 

and evaluation policies and procedures 
will be reviewed as part of the 
examination of the institution’s overall 
real estate-related activities. Examiners 
will consider the institution’s size and 
nature of its real estate-related activities 
when assessing the appropriateness of 
its program. 

When analyzing individual 
transactions, examiners will review an 
appraisal or evaluation to determine 
whether the methods, assumptions, and 
value conclusions are reasonable. 
Examiners also determine whether the 
appraisal or evaluation complies with 
the Agencies’ appraisal regulations and 
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23 NCUA has recognized that it may be necessary 
for credit union loan officers or other officials to 
participate in the appraisal or evaluation function 
although it may be sound business practice to 
ensure no single person has the sole authority to 
make credit decisions involving loans on which the 
person ordered or reviewed the appraisal or 
evaluation. 55 FR 5614, 5618 (February 16, 1990), 
55 FR 30193, 30206 (July 25, 1990). 

24 In order to facilitate recovery in designated 
major disaster areas, subject to safety and 
soundness considerations, Section 2 of the 
Depository Institutions Disaster Relief Act of 1992, 
Public Law 102–485, 106 Stat. 2771 (October 23, 
1992) provides the Agencies with the authority to 
waive certain appraisal requirements for up to three 
years after a Presidential declaration of a natural 
disaster. 

supervisory guidelines as well as the 
institution’s policies. Examiners will 
review the steps taken by an institution 
to ensure that the persons who perform 
the institution’s appraisals and 
evaluations are qualified and are not 
subject to conflicts of interest. 
Institutions that fail to maintain a sound 
appraisal and evaluation program or to 
comply with the Agencies’ appraisal 
regulations and supervisory guidelines 
will be cited in supervisory letters or 
examination reports and may be 
criticized for unsafe and unsound 
banking practices. Deficiencies will 
require appropriate corrective action. 

Appraisal and Evaluation Program 

An institution’s board of directors or 
its designated committee is responsible 
for adopting and reviewing policies and 
procedures that establish an effective 
real estate appraisal and evaluation 
program. The program should: 

• Provide for the independence of the 
persons ordering, performing, and 
reviewing appraisals or evaluations; 

• Establish selection criteria and 
procedures to evaluate and monitor the 
ongoing performance of persons who 
perform appraisals or evaluations; 

• Ensure that appraisals contain 
sufficient information to support the 
credit decision; 

• Maintain criteria for content and 
appropriate use of evaluations; 

• Provide for the receipt and review 
of the appraisal or evaluation report in 
a timely manner to facilitate the credit 
decision; 

• Develop criteria to assess the 
validity of existing appraisals or 
evaluations to support subsequent 
transactions; 

• Implement internal controls that 
promote compliance with these program 
standards; and 

• Establish criteria for obtaining 
appraisals or evaluations for 
transactions that are not otherwise 
covered by the appraisal requirements 
of the Agencies’ appraisal regulations. 

Independence of the Appraisal and 
Evaluation Program 

An institution should maintain 
standards of independence as part of an 
effective collateral valuation program 
(both appraisal and evaluation 
functions) for all of its real estate 
lending activity. The collateral 
valuation program is an integral 
component of the credit underwriting 
process and, therefore, should be 
isolated from influence by the 
institution’s loan production staff. An 
institution should establish reporting 
lines independent of loan production 

for staff that order, accept, and review 
appraisals and evaluations. 

Persons who perform appraisals must 
be independent of the loan production 
and collection processes and have no 
direct or indirect interest, financial or 
otherwise, in the property or 
transaction. These standards of 
independence also should apply to 
persons who perform evaluations. While 
the information provided to the 
appraiser by the institution should not 
unduly influence the appraiser, the 
institution may provide a copy of the 
sales contract for purchase transactions. 
Further, an institution’s policies and 
controls should ensure that the 
institution does not communicate a 
predetermined, expected, qualifying, or 
owner’s estimate of value, or a loan 
amount or target loan-to-value ratio to a 
person performing an appraisal or 
evaluation. 

For a small or rural institution or 
branch, it may not always be possible or 
practical to separate the collateral 
valuation program from the loan 
production process. If absolute lines of 
independence cannot be achieved, an 
institution should be able to 
demonstrate clearly that it has prudent 
safeguards to isolate its collateral 
valuation program from influence or 
interference from the loan production 
process. In such cases, another loan 
officer, other officer, or director of the 
institution may be the only person 
qualified to analyze the real estate 
collateral. To ensure their 
independence, such lending officials, 
officers, or directors should abstain from 
any vote or approval involving loans on 
which they performed, ordered, or 
reviewed the appraisal or evaluation.23 

Selection of Persons Who May Perform 
Appraisals and Evaluations 

An institution’s collateral valuation 
program should establish criteria to 
select, evaluate, and monitor the 
performance of persons who perform an 
appraisal or evaluation. The criteria 
should ensure that: 

• The institution’s selection process 
is nonpreferential and unbiased; 

• The person selected possesses the 
requisite education, expertise, and 
competence to complete the assignment; 

• The work performed by persons 
providing appraisal and evaluation 

services is periodically reviewed by the 
institution; 

• The person selected is capable of 
rendering an unbiased opinion; 

• The person selected is independent 
and has no direct, indirect, or 
prospective interest, financial or 
otherwise, in the property or the 
transaction; and 

• The person selected to perform an 
appraisal holds the appropriate state 
certification or license. 

Under the Agencies’ appraisal 
regulations, an institution or its agent 
must directly select and engage 
appraisers. There also should be 
independence in the selection of 
persons who perform evaluations. 
Further, the person who selects or 
oversees the selection of appraisers or 
persons providing evaluation services 
should be independent from the loan 
production area. Independence is 
compromised when a borrower or loan 
production personnel recommends or 
selects a person to perform an appraisal 
or evaluation. An institution’s use of a 
borrower-ordered appraisal violates the 
Agencies’ appraisal regulations. 

Institutions should use written 
engagement letters when ordering 
appraisals, particularly for large, 
complex, or out-of-area commercial real 
estate properties. An engagement letter 
facilitates communication with the 
appraiser and documents the 
expectations of each party to the 
appraisal assignment. An institution 
should include the engagement letter in 
its permanent credit file. To avoid the 
appearance of any conflict of interest, 
appraisal or evaluation development 
work should not commence until the 
institution has selected a person for the 
assignment. 

Transactions That Require Appraisals 

Although the Agencies’ appraisal 
regulations exempt certain real estate- 
related financial transactions from the 
appraisal requirement, most real estate- 
related financial transactions over the 
appraisal threshold are considered 
federally related transactions and, thus, 
require appraisals.24 The Agencies 
reserve the right to require an 
appropriate appraisal under their 
appraisal regulations to address safety 
and soundness concerns in a 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00054 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69653 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

25 As a matter of policy, OTS uses its supervisory 
authority to require problem associations and 
associations in troubled condition to obtain 
appraisals for all real estate-related transactions 
over $100,000 (unless the transaction is otherwise 
exempt). NCUA requires a written estimate of 
market value for all real estate-related transactions 
valued at the appraisal threshold or less, or that 
involve existing credit where there is no advance 
of monies and material change in the condition of 
the property. 12 CFR 722.3(d). 

transaction. (See Appendix A— 
Appraisal Exemptions.) 25 

Minimum Appraisal Standards 
The Agencies’ appraisal regulations 

include the following five minimum 
standards for the preparation of an 
appraisal. (See Appendix C—Glossary 
for terminology used in these 
guidelines.) 

The appraisal must: 
• Conform to generally accepted 

appraisal standards as evidenced by the 
Uniform Standards of Professional 
Appraisal Practice (USPAP) 
promulgated by the Appraisal 
Standards Board of the Appraisal 
Foundation unless principles of safe 
and sound banking require compliance 
with stricter standards. 

Although allowed by USPAP, the 
Agencies’ appraisal regulations do not 
permit an appraiser to appraise any 
property in which the appraiser has an 
interest, direct or indirect, financial or 
otherwise. Further, the appraisal must 
contain an opinion of market value as 
defined in the Agencies’ appraisal 
regulations. Under USPAP, the 
appraisal must contain a certification 
that the appraiser has complied with 
USPAP. An institution may refer to the 
USPAP certification to confirm whether 
the appraiser is independent of the 
property and the transaction, as 
required by the Agencies’ appraisal 
regulations. Under the Agencies’ 
appraisal regulations, the result of an 
Automated Valuation Model (AVM), by 
itself, is not an appraisal, because a 
state-certified or licensed appraiser 
must perform an appraisal in 
conformance with USPAP and the 
Agencies’ minimum appraisal 
standards. 

• Be written and contain sufficient 
information and analysis to support the 
institution’s decision to engage in the 
transaction. 

An institution should obtain an 
appraisal that is appropriate for the 
particular federally related transaction, 
considering the risk and complexity of 
the transaction. The level of detail 
should be sufficient to understand the 
appraiser’s analysis and opinion of the 
property’s market value. As provided by 
the USPAP Scope of Work Rule, 
appraisers are responsible for 

establishing the scope of work to be 
performed in rendering an opinion of 
the property’s market value and have 
three different reporting options 
available. (See Appendix C—Glossary of 
Terms describing reporting options.) 
However, an institution should ensure 
that the scope of work is appropriate for 
the assignment. The appraiser’s scope of 
work should be consistent with the 
valuation methodology employed for 
similar property types, market 
conditions, and transactions. The 
content and format of the appraisal 
report must contain sufficient 
information and analysis to support the 
institution’s decision to engage in the 
transaction. The appraisal report should 
contain sufficient disclosure of the 
nature and extent of inspection and 
research performed to verify the 
property’s condition and support the 
appraiser’s opinion of market value. The 
result of an AVM certified by an 
appraiser does not, by itself, meet this 
standard. 

• Analyze and report appropriate 
deductions and discounts for proposed 
construction or renovation, partially 
leased buildings, non-market lease 
terms, and tract developments with 
unsold units. 

This standard is designed to avoid 
having appraisals prepared using 
unrealistic assumptions and 
inappropriate methods. An appraisal 
must include the market value of the 
property and should reflect the 
property’s condition in its actual 
physical condition, use, and zoning 
designation, as of the effective date of 
the appraisal. 
Æ Proposed Construction or 

Renovation. For properties where 
improvements are to be constructed or 
rehabilitated, an institution may request 
a prospective market value as completed 
and as stabilized. While an institution 
may request the appraiser to provide the 
sum of retail sales for a proposed 
development, this value is not the 
market value of the property for the 
purpose of the Agencies’ appraisal 
regulations. 
Æ Partially Leased Buildings. For 

proposed and partially leased rental 
developments, the appraiser must make 
appropriate deductions and discounts. 
Appropriate deductions and discounts 
should include items such as leasing 
commission, rent losses, tenant 
improvements, and entrepreneurial 
profit. 
Æ Non-market Lease Terms. For 

properties subject to leases with terms 
that do not reflect current market 
conditions, the appraiser must make 
appropriate deductions and discounts, 

which should be based on stabilized 
occupancy at prevailing market terms. 

Tract Developments With Unsold Units 
• Raw Land. The appraiser must 

provide an opinion of value for raw land 
based on its current condition and 
existing zoning that includes 
appropriate deductions and discounts. 
Appropriate deductions and discounts 
should include items such as holding 
costs, marketing costs, and 
entrepreneurial profit. 

• Developed Lots. For proposed 
developments of five or more residential 
lots, the appraiser must analyze and 
report appropriate deductions and 
discounts. Appropriate deductions and 
discounts should reflect holding costs, 
marketing costs, and entrepreneurial 
profit during the sales absorption period 
for the sale of the developed lots. The 
estimated sales absorption period 
should reflect the expected holding 
period before development commences 
as well as the time frame for the actual 
development and sale of the lots. 

• Attached or Detached Single-family 
Homes. For proposed construction and 
sale of five or more attached or detached 
single-family homes in the same 
development, the appraiser must 
analyze and report appropriate 
deductions and discounts. Appropriate 
deductions and discounts should reflect 
holding costs, marketing costs, and 
entrepreneurial profit during the sales 
absorption period of the completed 
units. If an institution finances 
construction on an individual unit 
basis, an appraisal of the individual 
units may be used if the institution can 
demonstrate through an independently 
obtained feasibility study or market 
analysis that all units collateralizing the 
loan can be constructed and sold within 
12 months. However, the transaction 
should be supported by an appraisal 
that analyzes and reports appropriate 
deductions and discounts if any of the 
individual units are not completed and 
sold within the 12-month time frame. 

• Condominiums. For proposed 
construction and sale of a condominium 
building with five or more units, the 
appraisal must reflect appropriate 
deductions and discounts. Appropriate 
deductions and discounts should 
include holding costs, marketing costs, 
and entrepreneurial profit during the 
sales absorption period of the completed 
units. If an institution finances 
construction of a single condominium 
building with less than five units or a 
condominium project with multiple 
buildings with less than five units per 
building, the institution may rely on 
appraisals of the individual units if the 
institution can demonstrate through an 
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26 Under NCUA regulations, ‘‘market value’’ of a 
construction and development project is the value 
at the time a commercial real estate loan is made, 
which includes ‘‘the appraised value of land owned 
by the borrower on which the project is to be built, 
less any liens, plus the cost to build the project.’’ 
68 FR 56537, 56540 (October 1, 2003) (referring to 
Office of General Counsel Opinion 01–0422 (June 
7, 2001)); 12 CFR 723.3(b). 

27 See USPAP, Statement 4 on Prospective Value 
Opinions, for further explanation. 

28 See USPAP Scope of Work Rule, Advisory 
Opinions 28 and 29. 

29 NCUA regulations do not contain an exemption 
from the appraisal requirements specific to member 
business loans. 

independently obtained feasibility study 
or market analysis that all units 
collateralizing the loan can be 
constructed and sold within 12 months. 
However, the transaction should be 
supported by an appraisal that analyzes 
and reports appropriate deductions and 
discounts if any of the individual units 
are not completed and sold within the 
12-month time frame. 

• Be based upon the definition of 
market value set forth in the appraisal 
regulation. 

Each appraisal must contain an 
estimate of market value, as defined by 
the Agencies’ appraisal regulations. The 
Agencies’ definition of market value 
assumes that the price is not affected by 
undue stimulus, which would allow the 
value of the real property to be 
increased by favorable financing or 
seller concessions. Further, the market 
value should not include a going 
concern value or a special value to a 
specific property user. An appraisal may 
contain separate opinions of value for 
such items so long as they are clearly 
identified and disclosed. 

The estimate of market value should 
consider the real property’s current 
physical condition, use, and zoning as 
of the appraisal date. For a transaction 
financing construction or renovation of 
a building, an institution would 
generally request an appraiser to 
provide the property’s market value in 
its ‘‘as is’’ condition as of the appraisal’s 
effective date and the property’s 
‘‘prospective’’ market values at the time 
development is expected to be 
completed and at the time stabilized 
occupancy is projected to be achieved.26 
Prospective market value opinions 
should be based upon current and 
reasonably expected market conditions. 
When an appraisal includes prospective 
value opinions, there should be a point 
of reference to the market conditions 
and time frame on which the appraiser 
based the analysis.27 

• Be performed by state-certified or 
licensed appraisers in accordance with 
requirements set forth in the appraisal 
regulation. 

In determining competency for a 
given appraisal assignment, institutions 
should consider an appraiser’s 
education and experience. An 
institution should confirm that the 

appraiser holds a valid credential from 
the appropriate state appraiser 
regulatory authority. An institution 
should not base competency solely on 
the appraiser’s credentialing. When 
ordering appraisals, an institution 
should convey to an appraiser that the 
Agencies’ minimum appraisal standards 
must be followed. From the appraiser’s 
perspective, these minimum appraisal 
standards are considered assignment 
conditions under USPAP. 

Appraisal Development 

The Agencies’ appraisal regulations 
require appraisals for federally related 
transactions to comply with USPAP. 
Consistent with the USPAP Scope of 
Work Rule,28 the appraisal must reflect 
an appropriate scope of work that 
provides for ‘‘credible’’ assignment 
results. The appraisal’s scope of work 
should reflect the extent to which the 
property is identified and inspected, the 
type and extent of data researched, and 
the analyses applied to arrive at 
opinions or conclusions. 

While an appraiser must comply with 
USPAP and establish the scope of work 
in an appraisal assignment, an 
institution is responsible for complying 
with the Agencies’ appraisal regulations 
and obtaining an appraisal that provides 
sufficient information to support its 
decision to engage in the transaction. 
Therefore, to ensure that an appraisal is 
appropriate for the intended use, an 
institution should discuss its needs and 
expectations for the appraisal with the 
appraiser. Such discussions should 
assist the appraiser in establishing the 
scope of work and form the basis of the 
institution’s engagement letter, as 
appropriate. An institution should not 
allow lower cost or the speed of delivery 
time to influence the appraiser’s 
determination of an appropriate scope 
of work for an appraisal supporting a 
federally related transaction. 

If applicable, the appraisal should 
include three approaches (cost, income, 
and sales comparison) to analyze the 
value of a property, and should 
reconcile the results of each approach to 
estimate market value. An appraisal also 
should reflect an analysis of the 
property’s sales history and an opinion 
as to the highest and best use of the 
property. Further, USPAP requires the 
appraiser to disclose whether or not the 
subject property was inspected and 
whether anyone provided significant 
assistance to the appraiser signing the 
appraisal report. 

Appraisal Reports 
An institution is responsible for 

identifying the appropriate appraisal 
reporting option to support its credit 
decisions. The institution should 
consider the risk, size, and complexity 
of the transaction and the real estate 
collateral when determining its 
appraisal engagement instructions to an 
appraiser. 

USPAP provides various reporting 
options that an appraiser may use to 
present the results of appraisals. The 
major difference among these reporting 
options is the level of detail presented 
in the report. A reporting option that 
merely states, rather than summarizes or 
describes the content and information 
required in an appraisal report, may 
lack sufficient supporting information 
and analysis to explain the appraiser’s 
opinions and conclusions. Therefore, 
the Agencies believe that such reports 
will not be appropriate to support most 
federally related transactions. However, 
these less detailed reports may be 
appropriate for real estate collateral 
monitoring or in circumstances when an 
institution’s collateral valuation 
program requires an evaluation. (See 
Appendix C—Glossary of Terms 
describing reporting options.) 

Regardless of the reporting option, the 
appraisal report should contain 
sufficient detail to allow the institution 
to understand the scope of work 
performed. Sufficient information 
should include the disclosure of 
research and analysis performed, as well 
as disclosure of the research and 
analysis not performed together with the 
rationale for its omission. 

Transactions That Require Evaluations 
An institution may obtain or perform 

an evaluation of real property collateral 
in lieu of an appraisal for transactions 
that qualify for certain exemptions 
under the Agencies’ appraisal 
regulations. These exemptions include a 
transaction that: 

• Has a transaction value equal to or 
less than the appraisal threshold. 

• Is a business loan with a transaction 
value equal to or less than the business 
loan threshold, and is not dependent on 
the sale of, or rental income derived 
from, real estate as the primary source 
of repayment.29 

• Involves an existing extension of 
credit at the lending institution, 
provided that: 
Æ There has been no obvious and 

material change in the market 
conditions or physical aspects of the 
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property that threaten the adequacy of 
the institution’s real estate collateral 
protection after the transaction, even 
with the advancement of new monies; 
or 
Æ There is no advancement of new 

monies other than funds necessary to 
cover reasonable closing costs. 

Qualifications of Persons Who Perform 
Evaluations 

An institution should select persons 
who are independent of the loan 
production process and the transaction, 
and have real estate-related training and 
experience to perform evaluations. 
These persons should have knowledge 
of the market and property type relevant 
to the subject property. Examples 
include persons with appraisal 
experience, real estate lending or sales 
professionals, agricultural extension 
agents, or foresters. 

An institution should document the 
qualifications and relevant experience 
of persons selected to perform 
evaluations. An institution should have 
adequate controls to confirm that the 
person performing the evaluation is 
qualified and independent of the 
property, the transaction, and the loan 
production function. If an institution 
relies on an external, third party to 
perform an evaluation, the institution 
should communicate its evaluation 
criteria to the third party and have 
adequate controls to confirm 
compliance with its internal policies 
and these Guidelines. Although not 
required, an institution may use state- 
certified or licensed appraisers to 
perform evaluations. Institutions should 
refer to USPAP Advisory Opinion 13 for 
guidance on appraisers performing 
evaluations of real property collateral. 

Evaluation Content 
An evaluation should provide an 

estimate of the market value of the 
collateral to support the institution’s 
credit decision or portfolio 
management. An institution should 
establish policies and procedures for 
determining an appropriate collateral 
valuation methodology for a given 
transaction considering associated risks. 
Further, these policies and procedures 
should address the process for selecting 
the most reliable evaluation method or 
tool for a transaction rather than using 
the method or tool that renders the 
highest value. 

An evaluation should support the 
institution’s decision to engage in the 
transaction. While evaluation 
methodologies and tools may vary, all 
evaluations, at a minimum, should: 

• Identify the location of the 
property; 

• Provide a description of the 
property and its current and projected 
use; 

• Indicate the source(s) of 
information used to value the property, 
including, but not limited to: 
Æ External data sources; 
Æ Previous sales data; 
Æ Photos of the property; 
Æ Property tax assessment data; 
Æ Comparable sales information; 
Æ Description of the neighborhood; 

and 
Æ Local market conditions; 
• Disclose the analysis that was 

performed and the supporting 
information used to value the property; 

• Provide an estimate of the 
property’s market value in its actual 
physical condition, use and zoning 
designation as of an effective date, with 
any limiting conditions, if applicable; 

• Indicate the preparer’s name and 
contact information; and 

• Be documented in the credit file. 
Documentation content should be 
appropriate for the valuation 
methodology and tool used for the 
transaction. 

The institution also should establish 
criteria for determining the extent to 
which an inspection of the collateral is 
necessary to determine that the property 
is in acceptable condition for its current 
or projected use. Further, an institution 
should obtain more detailed evaluations 
for higher risk real estate-related 
financial transactions, or as its portfolio 
risk increases. A more detailed 
evaluation may be necessary for certain 
transactions such as those involving: 

• Loans with combined loan-to-value 
ratios in excess of the supervisory loan- 
to-value limits; 

• Atypical properties; 
• Properties outside the institution’s 

traditional lending market; 
• Properties in a transitional market 

or location; 
• Subsequent transactions with 

significant risk to the institution; or 
• Borrowers with high risk 

characteristics. 
See Appendix B—Evaluation 

Alternatives for further guidance on 
evaluation alternatives such as AVMs 
and tax assessment values. 

Accepting an Appraisal from Another 
Institution 

An institution may use an appraisal 
that was prepared by an appraiser 
engaged directly by another regulated or 
financial services institution, provided 
the institution determines that the 
appraisal is valid, conforms to the 
Agencies’ appraisal regulations, and is 
otherwise acceptable. Such 
determinations should be completed by 

the acquiring institution prior to 
accepting the appraisal and documented 
in the credit file. 

Appraisals that support federally 
related transactions must meet the 
standards of independence within the 
Agencies’ appraisal regulations. Among 
other considerations, when accepting an 
appraisal from another institution, the 
acquiring institution should obtain 
documentation that the appraiser was 
engaged directly by the institution 
transferring the appraisal and had no 
direct, indirect, or prospective interest, 
financial or otherwise, in the property 
or transaction. If an institution relies on 
a third party originator or its agent for 
the appraisal, the standard of 
independence still applies. For 
example, an engagement letter should 
confirm that the institution transferring 
the appraisal, not the borrower, was the 
original client that selected the 
appraiser and ordered the appraisal. 

An institution must not accept an 
appraisal that has been readdressed or 
altered by the appraiser with the intent 
to conceal the original client. Altering 
an appraisal report in a manner that 
conceals the original client or intended 
users of the appraisal is misleading and 
violates the Agencies’ appraisal 
regulations and USPAP. 

Validity of Appraisals and Evaluations 

The Agencies allow an institution to 
use an existing appraisal or evaluation 
to support a subsequent transaction. 
Therefore, an institution should 
establish criteria for assessing whether 
an existing appraisal or evaluation 
remains valid. Such criteria will vary 
depending upon the condition of the 
property and the marketplace, and the 
nature of the transaction. The 
documentation in the credit file should 
provide the facts and analysis to support 
the institution’s conclusion that the 
existing appraisal or evaluation remains 
valid. Factors that could cause changes 
to originally reported values include: 

• Passage of time; 
• Volatility of the local market; 
• Availability of financing; 
• Inventory of competing properties; 
• Improvements to the subject 

property or competing properties; 
• Lack of maintenance of the subject 

or competing properties; 
• Changes in zoning; or 
• Environmental contamination. 

Third Party Arrangements 

Effective program oversight should 
address any arrangements with a third 
party, acting as agent for the institution, 
providing appraisal and evaluation 
services. An institution should monitor 
and periodically assess these 
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30 See OCC Bulletin 2001–47, Third-Party 
Relationships (November 1, 2001); OTS Thrift 
Bulletin 82a, Third Party Arrangements (September 
1, 2004); NCUA Letter to Credit Unions: 01–CU–20, 
Due Diligence Over Third Party Service 
Arrangements (November 2001), 07–CU–13, 
Supervisory Letter-Evaluation Third Party 
Relationships (December 2007), 08–CU–09, 
Evaluating Third Party Relationships Questionnaire 
(April 2008); and FDIC Financial Institution Letter 
44–2008, Guidance for Managing Third-Party Risk 
(June 2008). 

arrangements for compliance with 
program standards and the Agencies’ 
guidance on third party arrangements.30 
If deficiencies are discovered, the 
institution should take remedial action 
in a timely manner. 

Reviewing Appraisals and Evaluations 
The Agencies’ appraisal regulations 

specify that appraisals must contain 
sufficient information and analysis to 
support an institution’s decision to 
engage in a credit transaction. As part of 
the credit approval process, an 
institution should assess the 
acceptability of the appraisal or 
evaluation as well as compliance with 
the Agencies’ appraisal regulations and 
Guidelines and its own internal 
policies. This review should be 
performed prior to the final credit 
decision and ensure that the appraisal 
or evaluation adequately supports 
approval of the credit. An institution’s 
appraisal and evaluation review 
procedures should address the role, 
independence, and qualifications of the 
reviewer; the techniques, timing and 
level of review; documentation 
requirements; and the appropriate 
resolution of deficiencies. Review 
procedures also should address the 
reviewer’s responsibility to verify that 
the methods, assumptions, data sources, 
and conclusions are reasonable and 
appropriate for the particular 
transaction and property. 

Persons who review appraisals and 
evaluations should be independent of 
the transaction and possess the requisite 
education, expertise, and competence to 
perform the review commensurate with 
the complexity of the transaction. Small 
or rural institutions or branches with 
limited staff should implement prudent 
safeguards for accepting appraisals and 
evaluations when absolute lines of 
independence cannot be achieved. In 
these situations, the review may be part 
of the originating loan officer’s overall 
credit analysis, as long as the originating 
loan officer abstains from directly or 
indirectly approving or voting to 
approve the loan. 

Institutions should implement a risk- 
focused approach to determine the 
depth of the review needed to ensure 
that appraisals and evaluations are 

acceptable. The scope of review will 
depend upon the type and risk of the 
transaction and the process through 
which the appraisal and evaluation is 
obtained (whether directly or from 
another regulated or financial services 
institution). Appraisals and evaluations 
supporting complex properties or high- 
risk transactions should be reviewed 
more comprehensively to assess the 
technical quality of the appraiser’s 
analysis prior to making a final credit 
decision. For example, a risk-focused 
approach for commercial mortgages 
should provide for a comprehensive 
review of those appraisals supporting 
transactions that pose higher credit risk 
to the institution. These transactions 
may include large-dollar credits, loans 
secured by complex or specialized 
properties, and properties outside the 
institution’s traditional lending market. 
The depth to which reviews are 
completed for lower risk transactions 
should be commensurate with the size, 
type and complexity of the underlying 
credit transaction supported by the 
appraisal or evaluation. 

With prior approval from its primary 
regulator, an institution may employ 
various techniques, such as automated 
tools or sampling methods, for 
performing pre-funding reviews of 
appraisals or evaluations supporting 
lower risk single-family residential 
mortgages. When using such techniques, 
an institution should maintain sufficient 
data and employ appropriate screening 
parameters to provide adequate quality 
assurance and should ensure that the 
work of all appraisers and persons 
performing evaluations is periodically 
reviewed. 

The institution should document the 
content of the review in the credit file. 
This documentation may be presented 
in a checklist or narrative format as 
appropriate. If deficiencies are noted by 
the reviewer, they should be addressed 
by the person who prepared the 
appraisal or evaluation or another 
qualified, independent person. An 
institution should not accept appraisals 
or evaluations that do not adequately 
support the opinion of market value and 
should replace unreliable appraisals or 
evaluations prior to the final credit 
decision. 

An appraisal review performed by a 
state-certified or licensed appraiser 
must comply with USPAP. Any changes 
to an appraisal’s estimate of value are 
permitted only as a result of a review 
conducted by an appropriately qualified 
state-certified or licensed appraiser in 
accordance with USPAP. 

Program Compliance 

An institution’s appraisal and 
evaluation policies should establish 
effective internal controls that promote 
compliance with the Agencies’ appraisal 
regulations and supervisory guidelines. 
The compliance process should include 
a system of adequate controls, 
verification and testing that ensures the 
reliability of an institution’s appraisals 
and evaluations. These controls should 
be commensurate with the risk of the 
institution’s overall real estate lending 
activities. Further, the persons 
responsible for the compliance function 
should be insulated from any influence 
by loan production staff. 

The compliance process should 
ensure that all appraisers and persons 
performing evaluations are subject to 
periodic evaluation of the quality of 
their work. This information should 
provide a basis for evaluating whether 
the institution should continue to retain 
the services of the appraiser or the 
person performing the evaluation. 

Portfolio Monitoring and Updating 
Collateral Valuations 

A prudent portfolio monitoring 
program should include criteria for 
determining when to obtain a new 
appraisal or evaluation in accordance 
with the Agencies’ real estate lending 
standards. Among other considerations, 
these criteria may be based on changes 
in market conditions or deterioration in 
the credit since origination. Moreover, 
as an institution’s reliance on collateral 
becomes more important, an 
institution’s policies and procedures 
should ensure that timely information is 
available to management for assessing 
collateral and associated risk. The 
policy should delineate the valuation 
tool or methodology and consider the 
property type, current market 
conditions, current use of the property, 
and the age of the original appraisal or 
evaluation. For transactions that are 
otherwise exempt from the Agencies’ 
appraisal requirements, institutions 
should establish policies for obtaining 
appraisals or evaluations to meet risk 
management objectives. 

Under the Agencies’ appraisal 
regulations, examiners have the right to 
require an institution to obtain an 
appraisal or evaluation when there are 
safety and soundness concerns on an 
existing real estate secured credit. 
Therefore, in determining the 
classification of a problem real estate 
credit, an examiner may direct an 
institution to obtain a new appraisal or 
evaluation in order to have sufficient 
information to understand the nature of 
the problems. Examiners would be 
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31 NCUA’s appraisal regulation requires a written 
estimate of market value, performed by a qualified 
and experienced person who has no interest in the 
property, for transactions equal to or less than the 
appraisal threshold and transactions involving an 
existing extension of credit. 12 CFR 722.3(d). 

32 NCUA’s regulations do not provide an 
exemption from the appraisal requirements specific 
to loans not secured by real estate. 

33 NCUA’s regulations do not provide an 
exemption from the appraisal requirements specific 
to member business loans. 

expected to provide an institution with 
a reasonable amount of time to obtain a 
new appraisal or evaluation. 

Referrals 
An institution should make referrals 

directly to state appraiser regulatory 
authorities when it suspects that a state- 
certified or licensed appraiser failed to 
comply with USPAP, applicable state 
laws, or engaged in other unethical or 
unprofessional conduct. Examiners 
finding evidence of unethical or 
unprofessional conduct by appraisers 
should forward their findings and 
recommendations to their supervisory 
office for appropriate disposition and 
referral to the state, as necessary. 

Appendix A—Appraisal Exemptions 

1. Appraisal Threshold 
For transactions with a transaction 

value equal to or less than the appraisal 
threshold, the Agencies require an 
evaluation consistent with safe and 
sound banking practices in lieu of an 
appraisal.31 

2. Abundance of Caution 
An institution may take a lien on real 

estate and be exempt from obtaining an 
appraisal if the lien on real estate is 
taken by the lender in an abundance of 
caution. This exemption is intended to 
have limited application, especially for 
real estate loans secured by residential 
properties in which the real estate is the 
only form of collateral. In order for a 
business loan to qualify for the 
abundance-of-caution exemption, the 
Agencies expect the extension of credit 
to be well supported by the borrower’s 
cash flow or collateral other than real 
property. The institution’s credit 
analysis should verify the reliability of 
these repayment sources and conclude 
that knowledge of the market value of 
the real estate on which the lien has 
been taken as an abundance of caution 
is unnecessary in making the credit 
decision. 

An institution should not invoke the 
abundance-of-caution exemption if its 
credit analysis reveals that the 
transaction would not be adequately 
secured by sources of repayment other 
than the real estate, even if the 
contributory value of the real estate 
collateral is low relative to the entire 
collateral pool. Similarly, the exemption 
should not be applied to a loan or loan 
program unless the institution verifies 
and documents the primary and 

secondary repayment sources. In the 
absence of verification of the repayment 
sources, this exemption should not be 
used merely to reduce the cost 
associated with obtaining an appraisal, 
to minimize transaction processing 
time, or to offer slightly better terms to 
a borrower than would be otherwise 
offered. 

In addition, prior to making a final 
commitment to the borrower, the 
institution should document and retain 
in the credit file the analysis performed 
to verify that the abundance-of-caution 
exemption has been appropriately 
applied. If the operating performance or 
financial condition of the company 
subsequently deteriorates and the lender 
determines that the real estate will be 
relied upon as a repayment source, an 
appraisal should then be obtained. 

3. Loans Not Secured by Real Estate 
An institution is not required to 

obtain an appraisal on a loan that is not 
secured by real estate, even if the 
proceeds of the loan are used to acquire 
or improve real property.32 For loans 
covered by this exemption, the real 
estate has no direct effect on the 
institution’s decision to extend credit 
because the institution has no legal 
security interest in the real estate. This 
exemption is not intended to be applied 
to real estate-related financial 
transactions other than those involving 
loans. For example, this exemption 
should not be applied to a transaction 
such as an institution’s investment in 
real estate for its own use. 

4. Liens for Purposes Other Than the 
Real Estate’s Value 

This exemption allows institutions to 
take liens against real estate without 
obtaining an appraisal to protect legal 
rights to, or control over, other 
collateral. Institutions frequently take 
real estate liens to protect legal rights to 
other collateral rather than because of 
the contributory value of the real estate 
as an individual asset. In order to apply 
the exemption, the institution should 
determine that the market value of the 
real estate as an individual asset is not 
necessary to support its decision to 
extend credit. For example, an 
institution making a loan to a logging 
operation may take a lien against the 
real estate upon which the timber stands 
to ensure its access to the timber in the 
event of default. 

5. Real Estate-Secured Business Loans 
This exemption applies to business 

loans with a transaction value of $1 

million or less when the sale of, or 
rental income derived from, real estate 
is not the primary source of repayment. 
To apply this exemption, the Agencies 
expect the institution to determine that 
the primary source of repayment for the 
business loan is operating cash flow 
from the business rather than rental 
income or sale of the property. For this 
type of exempted loan, the Agencies 
require an evaluation consistent with 
safe and sound banking practices in lieu 
of an appraisal.33 

This exemption will not apply to 
transactions in which the lender has 
taken a security interest in real estate, 
but the primary source of repayment is 
provided by cash flow or sale of real 
estate in which the lender has no 
security interest. For example, a real 
estate developer cannot qualify for the 
exemption by showing that a real estate 
secured loan for one project, in which 
the lender has taken a security interest, 
will be repaid with the cash flow from 
real estate sales or rental income from 
other real estate projects, in which the 
lender does not have a security interest. 
(See Appendix C—Glossary of Terms for 
a definition of business loan.) 

6. Leases 

Institutions are required to obtain 
appraisals of leases that are the 
economic equivalent of a purchase or 
sale of the leased real estate. For 
example, an institution must obtain an 
appraisal on a transaction involving a 
capital lease, as the real estate interest 
is of sufficient magnitude to be 
recognized as an asset of the lessee for 
accounting purposes. Operating leases 
that are not the economic equivalent of 
the purchase or sale of the leased 
property do not require appraisals. 

7. Renewals, Refinancing, and Other 
Subsequent Transactions 

In general, renewals, refinancing, and 
other subsequent transactions may be 
supported by evaluations rather than 
appraisals. An evaluation is permitted 
for renewals of existing extensions of 
credit when either: 

(1) No new funds are advanced (other 
than for reasonable closing costs); or 

(2) No obvious and material changes 
in market conditions or the physical 
aspects of the property threaten the 
institution’s real estate protection after 
the transaction. 

An institution may engage in a 
subsequent transaction based on 
documented equity from a valid existing 
appraisal or evaluation if the above 
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34 These government-sponsored agencies would 
include Banks for Cooperatives; Federal Agriculture 
Mortgage Corporation; Federal Farm Credit Banks; 
Federal Home Loan Banks; Freddie Mac; Fannie 
Mae; Student Loan Marketing Association; and 
Tennessee Valley Authority. 

conditions are met. For example, to 
satisfy the condition for no material 
change in market conditions or the 
physical aspects of the property, the 
planned future use of the property 
should be consistent with the use 
identified in the appraisal or evaluation. 
If a property, however, has reportedly 
appreciated because of a planned 
change in use of the property such as 
rezoning, an appraisal should be 
performed for a federally related 
transaction unless another exemption 
applies. 

Loan Workouts or Modifications: Loan 
workouts, debt restructures, loan 
assumptions, and similar transactions 
involving the addition or substitution of 
borrowers may qualify for the 
exemption for renewals, refinancing and 
other subsequent transactions. Use of 
this exemption depends on meeting the 
conditions described above. An 
institution also should take into 
consideration such factors as the quality 
of the underlying collateral and the 
validity of the existing appraisal or 
evaluation. 

As noted above, an institution may 
advance new monies beyond closing 
costs when there are no material 
changes in the physical aspects of the 
property that threaten the adequacy of 
the collateral. The Agencies interpret 
this provision to not require a new 
appraisal or evaluation when an 
institution advances funds to protect its 
interest in a property, such as to repair 
damaged property, because these funds 
would be used to restore the damaged 
property to its original condition. If a 
loan workout involves modification of 
terms and conditions of an existing 
credit, including acceptance of new real 
estate collateral that facilitates the 
orderly collection of the credit, or 
reduces the institution’s risk of loss, an 
appraisal or evaluation of the existing 
and new collateral may be prudent, 
even if it is obtained after the 
modification occurs. 

Other Changes to Loan Terms: An 
institution may modify the terms of an 
existing credit without obtaining a new 
appraisal or evaluation. Such 
modifications should not involve any 
advancement of new funds, any material 
change in the borrower’s 
creditworthiness, any change to the 
borrower’s or guarantor’s obligation on 
the credit, or any changes to the 
collateral pool or deterioration in 
collateral protection. For example, an 
institution may modify the rate on an 
existing credit, provide a short-term 
extension, or modify the repayment 
terms by increasing or reducing monthly 
payments without obtaining a new 

appraisal or evaluation, as long as the 
above conditions are met. 

8. Transactions Involving Real Estate 
Notes 

This exemption applies to appraisal 
requirements for transactions involving 
the purchase, sale, investment in, 
exchange of, or extension of credit 
secured by a loan or interest in a loan, 
pooled loans, or interests in real 
property, including mortgage-backed 
securities. If each note or real estate 
interest meets the Agencies’ regulatory 
requirements for appraisals at the time 
the real estate note was originated, the 
institution need not obtain a new 
appraisal to support its interest in the 
transaction. The institution should 
employ audit procedures and review a 
representative sample of appraisals 
supporting pooled loans or real estate 
notes in order to determine that the 
conditions of the exemption have been 
satisfied. 

Principles of safe and sound banking 
practice require institutions to 
determine the suitability of purchasing 
or investing in existing real estate 
secured loans and real estate interests. 
These transactions should have been 
originated according to secondary 
market standards and have a history of 
performance. The information from 
these sources, together with original 
documentation, should be sufficient to 
allow institutions to make appropriate 
credit decisions regarding these 
transactions. 

An institution may presume that the 
underlying loans in an investment 
grade, marketable, mortgage-backed 
security satisfy the requirements of the 
appraisal regulation whenever an issuer 
makes a public statement, such as in a 
prospectus, that the appraisals comply 
with the Agencies’ appraisal 
regulations. To be considered 
investment grade, a security must be 
rated in one of the top four rating 
classifications of at least one nationally 
recognized statistical rating service. A 
marketable security is one that may be 
sold with reasonable promptness at a 
price that corresponds to its fair value. 

If the mortgages that secure the 
mortgage warehouse loan are sold to 
Fannie Mae or Freddie Mac, the sale 
itself may be used to demonstrate that 
the underlying loans complied with the 
Agencies’ appraisal regulations. In such 
cases, the Agencies expect an institution 
to monitor its borrower’s performance in 
selling loans to the secondary market 
and take appropriate steps, such as 
increasing sampling and auditing of the 
loans and the supporting 
documentation, if the borrower 

experiences more than a minimal loan 
put-back rate. 

9. Transactions Insured or Guaranteed 
by a U.S. Government Agency or U.S. 
Government-sponsored Agency 

This exemption applies to 
transactions that are wholly or partially 
insured or guaranteed by a U.S. 
government agency or U.S. government- 
sponsored agency. The Agencies expect 
these transactions to meet all the 
underwriting requirements of the 
federal insurer or guarantor, including 
its appraisal requirements, in order to 
receive the insurance or guarantee. 

10. Transactions that Qualify for Sale 
to, or Meet the Appraisal Standards of, 
a U.S. Government Agency or U.S. 
Government-sponsored Agency 

This exemption applies to 
transactions that either (i) qualify for 
sale to a U.S. government agency or U.S. 
government-sponsored agency,34 or (ii) 
involve a residential real estate 
transaction in which the appraisal 
conforms to Fannie Mae or Freddie Mac 
appraisal standards applicable to that 
category of real estate. An institution 
may engage in these transactions 
without obtaining a separate appraisal 
conforming to the Agencies’ appraisal 
regulations. 

10(i) Institutions that rely on 
exemption 10(i) should maintain 
adequate documentation that confirms 
that the transaction qualifies for sale to 
a U.S. government agency or U.S. 
government-sponsored agency. If the 
qualification for sale is not adequately 
documented, the transaction should be 
supported by an appraisal that conforms 
to the Agencies’ appraisal regulations, 
unless another exemption applies. 

10(ii) Transactions, such as jumbo or 
other residential real estate loans, that 
do not conform to all of Fannie Mae or 
Freddie Mac underwriting standards 
qualify for exemption 10(ii) provided 
they are supported by an appraisal that 
meets these government-sponsored 
agencies’ appraisal standards. 

11. Transactions by Regulated 
Institutions as Fiduciaries 

A regulated institution acting as a 
fiduciary is not required to obtain 
appraisals under the Agencies’ appraisal 
regulations if an appraisal is not 
required under other laws governing 
fiduciary responsibilities in connection 
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35 Generally, credit unions have limited fiduciary 
authority and NCUA’s appraisal regulation does not 
specifically exempt transactions by fiduciaries. 

36 Credit unions may use an AVM to meet the 
requirement for a written estimate of value in 
conjunction with a review by a loan officer or a 
person with knowledge, training and experience in 
the real estate market where the loan is being made. 
See 12 CFR 722.3(d). 

37 See OCC Bulletin 2000–16, Risk Modeling— 
Model Validation (May 30, 2000). 

with a transaction.35 For example, if no 
other law requires an appraisal in 
connection with the sale of a parcel of 
real estate to a beneficiary of a trust on 
terms specified in a trust instrument, an 
appraisal is not required under the 
Agencies’ appraisal regulations. 
However, when a fiduciary transaction 
requires an appraisal under other laws, 
that appraisal should conform to the 
Agencies’ appraisal requirements. 

12. Appraisals Not Necessary To Protect 
Federal Financial and Public Policy 
Interests or the Safety and Soundness of 
Financial Institutions 

The Agencies retain the authority to 
determine when the services of an 
appraiser are not required in order to 
protect federal financial and public 
policy interests or the safety and 
soundness of financial institutions. This 
exemption is intended to apply to 
individual transactions rather than 
broad categories of transactions that 
would otherwise be addressed by an 
appraisal exemption. An institution 
would need to seek a waiver from its 
supervisory federal agency before 
entering into the transaction. 

13. Transactions Involving Underwriting 
or Dealing in Mortgage-backed 
Securities 

The FRB adopted this exemption in 
November 1998 to permit bank holding 
companies and their nonbank 
subsidiaries that engaged in 
underwriting and dealing in securities 
to underwrite and deal in mortgage- 
backed securities without having to 
demonstrate that the loans underlying 
the securities are supported by 
appraisals that meet the FRB’s appraisal 
requirements. 

Appendix B—Evaluation Alternatives 

The Agencies recognize that 
evaluation alternatives are available to 
institutions for developing an estimate 
of market value. Therefore, institutions 
should maintain policies and 
procedures for determining whether an 
evaluation alternative is appropriate for 
a given transaction or lending activity, 
considering associated risk. Such 
procedures should address risk criteria 
such as transaction size and purpose, 
borrower creditworthiness, and leverage 
tolerance (loan-to-value). 

An institution should demonstrate 
that an evaluation alternative, such as 
an automated valuation model or tax 
assessment valuation, provides a 
reliable estimate of the collateral’s 

market value as of a stated effective date 
prior to the decision to enter into a 
transaction. Further, the institution 
should establish criteria for determining 
the extent to which an inspection of the 
collateral is necessary to determine that 
the property is in acceptable condition 
for its current or projected use. 

An institution’s policies and 
procedures also should address the use 
of multiple tools or methods for valuing 
the same property or to support a 
particular lending activity. These 
procedures should specify criteria for 
ensuring that the institution uses the 
most credible method or tool. An 
institution should not select a method 
or tool solely on the basis that it 
provides the highest value. Examiners 
will review an institution’s policies, 
procedures, and internal controls to 
ensure that evaluation alternatives are 
appropriate and consistent with safe 
and sound lending practices. 

Automated Valuation Model (AVM) 
An institution may use an AVM as a 

valuation method for a transaction in 
which an evaluation is permitted by the 
Agencies’ appraisal regulations.36 An 
AVM may be used alone or in 
conjunction with other supplemental 
information. An institution should 
demonstrate, through testing, that the 
AVM’s resulting value and any related 
information is credible and sufficient to 
support a credit decision, otherwise 
another valuation method or tool should 
be used. In selecting an AVM, an 
institution should perform appropriate 
due diligence to: 

• Obtain relevant information about 
the data the model provider uses. 
Among other information, the 
institution should know the sources and 
types of data used in a model, frequency 
of updates, quality control performed on 
the data, and how data is obtained in 
states where public real estate sales data 
are not disclosed; 

• Demonstrate an understanding of 
the modeling techniques of its external 
AVM providers. An institution should 
understand the inherent strengths and 
weaknesses of different model types 
(hedonic, index, and blended) as well as 
how a particular model or multiple 
AVMs perform for different properties; 

• Evaluate the model provider’s 
confidence score and determine its 
usefulness in assessing the model’s 
reliability in determining market values 
for different properties; and 

• Ascertain which model(s) provide 
the most credible values for an 
institution’s lending activities. 

An institution’s policies should 
establish appropriate practices regarding 
the use of AVMs and indicate its AVM 
performance criteria. In establishing 
AVM practices, an institution should: 

• Address the qualifications and 
responsibilities of persons designated to 
select, validate, and administer models; 

• Establish standards and procedures 
for model validation testing and 
monitoring; 37 

• Maintain AVM performance criteria 
for reliability and suitability in a given 
transaction or lending activity based on 
the institution’s risk tolerance; 

• Establish procedures for selecting a 
different collateral valuation method if 
an institution’s AVM performance 
criteria are not met; and 

• Adopt criteria that includes 
establishing standards and procedures 
for validation testing, for the use of 
multiple AVMs (sometimes referred to 
as a cascade or waterfall) to ensure that 
results are credible. 

Determining AVM Use In addition to 
evaluating the results of its model 
validation testing as noted below, an 
institution should establish specific 
criteria for determining whether an 
AVM is an appropriate evaluation 
alternative for a particular transaction. 
An institution may consider the 
following questions, among others, in 
determining whether an AVM may be 
appropriate for a given trans 

• Property Type 
Æ Is the property homogeneous such 

as a detached 1-to-4 family residential 
dwelling in a typical neighborhood for 
its market? 
Æ Can the property’s address be 

recognized by the model to ensure that 
the valuation will reflect the subject 
property? 

• Property Location 
Æ Is the property located in a market 

with strong sales activity? 
Æ Are aspects about the property’s 

location typical or average for its market 
(such as the view of the surrounding 
area or proximity to public or private 
facilities or services)? 

• Property Condition 
Æ Is sufficient information available 

to assess whether the property is in 
average or above-average condition 
consistent with its intended use? 
Æ Is the area or neighborhood free of 

known adverse conditions that could 
affect the property’s value (such as 
disrepair from a natural disaster or other 
events, defective building materials, or 
environmental concerns)? 
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38 NCUA’s appraisal regulation, 12 CFR part 722, 
does not define ‘‘business loan.’’ A ‘‘member 
business loan’’ is regulated under 12 CFR part 723. 

39 NCUA’s appraisal regulation, 12 CFR part 722, 
does not provide a higher appraisal threshold for 
loans defined as ‘‘member business loans’’ under 12 
CFR part 723. 

• Property Price Range 
Æ Is the property’s initial estimated 

value within the average price range for 
its market? 

• Nature of the Transaction 
Æ Is the property in an area that is 

known to have minimal cases of fraud? 
Æ Does the frequency of sales of the 

subject property preclude concern that 
the property may have been subject to 
flipping or fraud? 
Æ Is the property owner-occupied? 
Validating AVM Results Institutions 

should establish standards and 
procedures for independently validating 
an AVM’s results on a periodic basis. 
The depth and extent of an institution’s 
validation processes should be 
consistent with the materiality and 
complexity of the risk being managed. 
Institutions should not rely solely on 
validation testing representations 
provided by external AVM providers. 
Regardless of whether an institution 
relies on AVMs that are supported by 
value insurance or guarantees, an 
institution should still perform 
appropriate due diligence and model 
validation testing. 

An institution should establish an 
independent model validation process. 
This process should specify, at a 
minimum: 

• Expectations for an appropriate 
sample size; 

• Level of geographic analysis; 
• Testing frequency and criteria for 

re-testing; 
• Standards of performance measures 

to be used; and 
• Range of acceptable performance 

results. 
To ensure unbiased test results, AVM 

values should be compared to data 
gathered from sales transactions prior to 
being recorded in public records. If an 
institution uses more than one AVM, 
the cascade also should be validated. 

To assess the effectiveness of its AVM 
practices, an institution should verify 
whether loans in which an AVM was 
used to establish value met the 
institution’s performance expectations. 
An institution should document the 
results of its validation testing and audit 
findings and use these findings to 
analyze and periodically update its 
practices regarding AVM use. 

Tax Assessment Valuation (TAV) 

An institution may use data provided 
by local tax authorities as a basis for 
establishing an estimate of market value 
for the collateral for a transaction in 
which an evaluation is permitted by the 
Agencies’ appraisal regulations. TAVs 
differ among jurisdictions. Therefore, an 
institution should determine and 
document how the jurisdiction 

calculates the TAV and how frequently 
property revaluations occur. 

An institution should perform an 
analysis to determine the relationship 
between the TAV and the market value 
within a tax jurisdiction. This analysis 
should be performed for each property 
type and price tier in a jurisdiction in 
which the institution considers the use 
of a TAV to meet or support evaluation 
requirements. As part of this process, an 
institution should test and document 
how closely TAVs correlate to market 
value. If a reliable correlation between 
the TAV and the market value can be 
established, the institution may use 
TAVs as a basis for an evaluation. 

Appendix C—Glossary of Terms 
Agent—The Agencies’ appraisal 

regulations do not specifically define 
the term ‘‘agent.’’ However, the term is 
generally intended to refer to one who 
undertakes to transact some business or 
to manage some affairs for another. 
According to the Agencies’ appraisal 
regulations, fee appraisers must be 
engaged directly by the regulated 
institution or its agent, and have no 
direct or indirect interest, financial or 
otherwise, in the property or the 
transactions. The Agencies do not limit 
the arrangements that regulated 
institutions have with their agents, 
provided those arrangements do not 
place the agent in a conflict of interest 
that prevents the agent from 
representing the interests of the 
regulated institution. 

Appraisal—As defined in the 
Agencies’ appraisal regulations, a 
written statement independently and 
impartially prepared by a qualified 
appraiser setting forth an opinion as to 
the market value of an adequately 
described property as of a specific 
date(s), supported by the presentation 
and analysis of relevant market 
information. 

Appraisal Threshold—An appraisal is 
not required on transactions with a 
transaction value of $250,000 or less. As 
specified in the Agencies’ appraisal 
regulations, institutions must obtain an 
evaluation of the real property 
collateral, if no other appraisal 
exemption applies. 

Approved Appraiser List—A listing of 
appraisers that an institution has 
determined to be qualified and 
competent to perform appraisals in a 
particular market and on various 
property types. 

‘‘As Completed’’ Market Value—See 
Prospective Market Value. 

‘‘As Is’’ Market Value—The estimate 
of the market value of real property in 
its current physical condition, use, and 
zoning as of the appraisal date. 

‘‘As Stabilized’’ Market Value—See 
Prospective Market Value. 

Automated Valuation Models—A 
computer program that analyzes data to 
determine a property’s market value. 
Hedonic models use property 
characteristics (such as square footage, 
room count) on the subject and 
comparable properties to determine a 
value. Index models determine value 
based on repeat sales in the marketplace 
rather than property characteristic data. 
Blended or hybrid models use elements 
of both hedonic and index models. 

Business Loan—As defined in the 
Agencies’ appraisal regulations, a loan 
or extension of credit to any 
corporation, general or limited 
partnership, business trust, joint 
venture, syndicate, sole proprietorship, 
or other business entity.38 

Business Loan Threshold—A business 
loan with a transaction value of 
$1,000,000 or less does not require an 
appraisal if the primary source of 
repayment is not dependent on the sale 
of, or rental income derived from, the 
real estate. As specified in the Agencies’ 
appraisal regulations, institutions must 
obtain an evaluation of the real property 
collateral, if no other exemption 
applies.39 

Cascade—A model with specific 
performance rules that prioritizes an 
institution’s multiple, independent 
AVMs in a defined sequence to provide 
an estimate of the collateral’s market 
value. 

Credible (Appraisal) Assignment 
Results—According to USPAP, credible 
means ‘‘worthy of belief’’ used in the 
context of the Scope of Work Rule. 
Under this rule, credible assignment 
results depend on meeting or exceeding 
both (1) the expectations of parties who 
are regularly intended users for similar 
assignments, and (2) what an appraiser’s 
peers’ actions would be in performing 
the same or a similar assignment. 

Effective Date—USPAP requires that 
each appraisal report specifies the 
effective date of the appraisal and the 
date of the report. The date of the report 
indicates the perspective from which 
the appraiser is examining the market. 
The effective date of the appraisal 
establishes the context for the value 
opinion. Three categories of effective 
dates—retrospective, current, or 
prospective—may be used, according to 
the intended use of the appraisal 
assignment. 
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Engagement Letter—An engagement 
letter between an institution and an 
appraiser documents the expectations of 
each party to the appraisal assignment. 
For example, an engagement letter may 
specify, among other items, the 
property’s location and legal 
description; intended use of the 
appraisal; the expectation that the 
appraiser will comply with applicable 
laws, regulations, guidelines and 
standards; reporting format; expected 
delivery date; and appraisal fee. 

Evaluation—A valuation required by 
the Agencies’ appraisal regulations for 
transactions that qualify for the 
appraisal threshold exemption, business 
loan exemption or subsequent 
transaction exemption. 

Exposure Time—As defined in 
USPAP, a reasonable length of time that 
the property would have been offered 
on the market prior to the hypothetical 
consummation of sale on the appraisal’s 
effective date. Exposure time is always 
presumed to precede the effective date 
of the appraisal. See USPAP Standard 
1–2(c), Statements 6 and 10, and 
Advisory Opinion 7. 

Federally Related Transaction—As 
defined in the Agencies’ appraisal 
regulations, any real estate-related 
financial transaction in which the 
Agencies or any regulated institution 
engages or contracts for, and that 
requires the services of an appraiser. 

Financial Services Institution—The 
Agencies’ appraisal regulations do not 
contain a specific definition of the term 
‘‘financial services institution.’’ The 
term is intended to describe entities that 
provide services in connection with real 
estate lending transactions on an 
ongoing basis, including loan brokers. 

Loan Production Staff—Generally, all 
personnel responsible for generating 
loan volume or approving loans, as well 
as their subordinates and supervisors. 
This would include any employee 
whose compensation is based on loan 
volume. Employees responsible for 
credit administration or credit risk 
management are not considered loan 
production staff. 

Marketing Time—According to 
USPAP Advisory Opinion 7, the time it 
might take to sell the property interest 
at the appraised market value during the 
period immediately after the effective 
date of the appraisal. An institution may 
request an appraiser to separately 
provide an estimate of marketing time in 
an appraisal. However, this is not a 
requirement of the Agencies’ appraisal 
regulations. 

Market Value—As defined in the 
Agencies’ appraisal regulations, the 
most probable price which a property 
should bring in a competitive and open 

market under all conditions requisite to 
a fair sale, the buyer and seller each 
acting prudently and knowledgeably, 
and assuming the price is not affected 
by undue stimulus. Implicit in this 
definition are the consummation of a 
sale as of a specified date and the 
passing of title from seller to buyer 
under conditions whereby: 

• Buyer and seller are typically 
motivated; 

• Both parties are well informed or 
well advised, and acting in what they 
consider their own best interests; 

• A reasonable time is allowed for 
exposure in the open market; 

• Payment is made in terms of cash 
in U.S. dollars or in terms of financial 
arrangements comparable thereto; and 

• The price represents the normal 
consideration for the property sold 
unaffected by special or creative 
financing or sales concessions granted 
by anyone associated with the sale. 

Prospective Market Value ‘‘as 
Completed’’ and ‘‘as Stabilized’’—A 
prospective market value may be 
appropriate for the valuation of a 
property interest related to a credit 
decision for a proposed development or 
renovation project. According to 
USPAP, an appraisal with a prospective 
market value reflects an effective date 
that is subsequent to the date of the 
appraisal report. Prospective value 
opinions are intended to reflect the 
current expectations and perceptions of 
market participants, based on available 
data. Two prospective value opinions 
may be required to reflect the time 
frame during which development, 
construction, and occupancy will occur. 
The prospective market value ‘‘as 
completed’’ reflects the property’s 
market value as of the time that 
development is expected to be 
completed. The prospective market 
value ‘‘as stabilized’’ reflects the 
property’s market value as of the time 
the property is projected to achieve 
stabilized occupancy. For an income- 
producing property, stabilized 
occupancy is the occupancy level that a 
property is expected to achieve after the 
property is exposed to the market for 
lease over a reasonable period of time 
and at comparable terms and conditions 
to other similar properties. 

Put Back—Represents the ability of an 
investor to reject mortgage loans from a 
mortgage originator if the mortgage 
loans do not comply with the warranties 
and representations in their mortgage 
purchasing agreement. 

Real Estate-Related Financial 
Transaction—As defined in the 
Agencies’ appraisal regulations, any 
transaction involving: 

• The sale, lease, purchase, 
investment in or exchange of real 
property, including interests in 
property, or the financing thereof; 

• The refinancing of real property or 
interests in real property; or 

• The use of real property or interests 
in property as security for a loan or 
investment, including mortgage-backed 
securities. 

Regulated Institution—For purposes 
of the Agencies’ appraisal regulations 
and these Guidelines, an institution 
supervised by the federal financial 
institutions regulatory Agencies. This 
includes a national or a state-chartered 
bank and its subsidiaries, a bank 
holding company and its non-bank 
subsidiaries, a federal savings 
association and its subsidiaries, a 
federal savings and loan holding 
company and its subsidiaries, and a 
credit union. 

Restricted Use Appraisal Report— 
According to USPAP Standards Rule 2– 
2(c), a restricted use appraisal report 
briefly ‘‘states’’ information significant 
to solve the appraisal problem as well 
as a reference to the existence of specific 
work-file information in support of the 
appraiser’s opinions and conclusions. 
The Agencies believe that the restricted 
use appraisal report will not be 
appropriate to underwrite a significant 
number of federally related transactions 
due to the lack of supporting 
information and analysis in the 
appraisal report. However, it may be 
appropriate to use this type of appraisal 
report for ongoing collateral monitoring 
of an institution’s real estate 
transactions and under other 
circumstances when an institution’s 
program requires an evaluation. 

Sales Concessions—A cash or 
noncash contribution that is provided 
by the seller or other party to the 
transaction and reduces the purchaser’s 
cost to acquire the real property. A sales 
concession may include, but is not 
limited to, the seller paying all or some 
portion of the purchaser’s closing costs 
(such as prepaid expenses or discount 
points) or the seller conveying to the 
purchaser personal property which is 
typically not conveyed with the real 
property. Sales concessions do not 
include fees that a seller is customarily 
required to pay under state or local 
laws. In developing an opinion of 
market value, an appraiser must take 
into consideration the affect of any sales 
concessions on the market value of the 
real property. See ‘‘market value’’ above 
and USPAP Standards Rule 1–2(c). 

Sales History and Pending Sales— 
According to USPAP Standards Rule 1– 
5, when the value opinion to be 
developed is market value, an appraiser 
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must, if such information is available to 
the appraiser in the normal course of 
business, analyze: (1) All current 
agreements of sale, options, and listings 
of the subject property as of the effective 
date of the appraisal, and (2) all sales of 
the subject property that occurred 
within three years prior to the effective 
date of the appraisal. 

Scope of Work—According to USPAP 
Scope of Work Rule, the type and extent 
of research and analyses in an appraisal 
assignment. (See the Scope of Work 
Rule in USPAP.) 

Self-Contained Appraisal Report— 
According to USPAP Standards Rule 2– 
2(a), a self-contained appraisal report 
‘‘describes’’ all information significant 
to the solution of an appraisal problem 
and should include all significant data 
reported in comprehensive detail. 

Sum of Retail Sales—A collateral 
valuation method for estimating a value 
of several properties based on the sum 
of the sales price of each property to an 
individual purchaser. The sum of retail 
sales is not the market value for 
purposes of meeting the minimum 
appraisal standards in the Agencies’ 
appraisal regulations. 

Summary Appraisal Report— 
According to USPAP Standards Rule 2– 
2(b), the summary appraisal report 
‘‘summarizes’’ all information 
significant to the solution of an 
appraisal problem and should include 
all significant data reported in a tabular 
or abbreviated format. 

Tract Development—As defined in 
the Agencies’ appraisal regulations, a 
project of five units or more that is 
constructed or is to be constructed as a 
single development. For purposes of 
these Guidelines, ‘‘unit’’ refers to: A 
residential building lot, a detached 
single-family home, an attached single- 
family home, and a residence in a 
condominium building. 

Transaction Value—As defined in the 
Agencies’ appraisal regulations: 

• For loans or other extensions of 
credit, the amount of the loan or 
extension of credit; 

• For sales, leases, purchases, and 
investments in or exchanges of real 
property, the market value of the real 
property interest involved; and 

• For the pooling of loans or interests 
in real property for resale or purchase, 
the amount of the loan or market value 
of the real property calculated with 
respect to each such loan or interest in 
real property. 

For loans that permit negative 
amortization, the transaction value 
should be the institution’s total 
committed amount, including any 
potential negative amortization. 

If an institution enters into a 
transaction that is secured by several 
individual properties that are not part of 
a tract development and that have a 
value equal to or less than the appraisal 
threshold, the estimate of value of each 
individual property should determine 
whether an appraisal or evaluation 
would be required on each property in 
the collateral pool. 

Uniform Standards of Professional 
Appraisal Practice (USPAP)—USPAP 
identifies the minimum set of standards 
that apply in all appraisal, appraisal 
review, and appraisal consulting 
assignments. These standards are 
promulgated by the Appraisal Standards 
Board of the Appraisal Foundation and 
are incorporated as a minimum 
appraisal standard in the Agencies’ 
appraisal regulations. 

Value (of Collateral for Use in 
Determining Loan-to-Value)—According 
to the Agencies’ real estate lending 
standards guidelines, the term ‘‘value’’ 
means an opinion or estimate set forth 
in an appraisal or evaluation, whichever 
may be appropriate, of the market value 
of real property, prepared in accordance 
with the Agencies’ appraisal regulations 
and these Guidelines. For loans to 
purchase an existing property, ‘‘value’’ 
means the lesser of the actual 
acquisition cost or the estimate of value. 

Dated: October 10, 2008. 
John C. Dugan, 
Comptroller of the Currency. 

By order of the Board of Governors of the 
Federal Reserve System, November 12, 2008. 
Robert deV. Frierson, 
Deputy Secretary of the Board. 

Dated at Washington, DC, the 13th day of 
November, 2008. 

By order of the Federal Deposit Insurance 
Corporation. 
Robert E. Feldman, 
Executive Secretary. 

Dated: October 29, 2008. 
By the Office of Thrift Supervision. 

John M. Reich, 
Director. 

Dated: November 7, 2008. 
By the National Credit Union 

Administration Board. 
Hattie M. Ulan, 
Acting Secretary of the Board. 
[FR Doc. E8–27401 Filed 11–18–08; 8:45 am] 
BILLING CODE 4810–33–P; 6210–01–P; 6714–01–P; 
6720–01–P; 7535–01–P 

FEDERAL ELECTION COMMISSION 

Sunshine Act Notices 

AGENCY: Federal Election Commission. 

DATE & TIME: Thursday, November 20, 
2008 at 10 a.m. 
PLACE: 999 E Street, NW., Washington, 
DC (Ninth Floor). 
STATUS: This Meeting Will Be Open To 
The Public. 
ITEMS TO BE DISCUSSED: Correction and 
Approval of Minutes. 

Draft Advisory Opinion 2008–16: 
Libertarian Party of Colorado, by Leah 
Kelley, Treasurer. 

Management and Administrative 
Matters. 
PERSON TO CONTACT FOR INFORMATION: 
Robert Biersack, Press Officer, 
Telephone: (202) 694–1220. 

Individuals who plan to attend and 
require special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
contact Mary Dove, Commission 
Secretary, at (202)694–1040, at least 72 
hours prior to the hearing date. 

Mary W. Dove, 
Secretary of the Commission. 
[FR Doc. E8–27380 Filed 11–18–08; 8:45 am] 
BILLING CODE 6715–01–M 

FEDERAL MARITIME COMMISSION 

Notice of Agreement Filed 

The Commission hereby gives notice 
of the filing of the following agreement 
under the Shipping Act of 1984. 
Interested parties may submit comments 
on agreements to the Secretary, Federal 
Maritime Commission, Washington, DC 
20573, within ten days of the date this 
notice appears in the Federal Register. 
Copies of agreements are available 
through the Commission’s Web site 
(http://www.fmc.gov) or contacting the 
Office of Agreements at (202) 523–5793 
or tradeanalysis@fmc.gov. 

Agreement No.: 011117–047. 
Title: United States/Australasia 

Discussion Agreement. 
Parties: A.P. Moller-Maersk A/S; ANL 

Singapore Pte Ltd.; CMA–CGM; 
Compagnie Maritime Marfret S.A.; 
Hamburg-Süd; and Hapag-Lloyd AG. 

Filing Party: Wayne R. Rohde, Esq.; 
Sher & Blackwell LLP; 1850 M Street, 
NW; Suite 900; Washington, DC 20036. 

Synopsis: The amendment deletes 
Wallenius Wilhemsen Logistics AS as a 
party to the agreement effective 
November 22, 2008. 

By the Commission. 
Dated: November 14, 2008. 

Karen V. Gregory, 
Secretary. 
[FR Doc. E8–27498 Filed 11–18–08; 8:45 am] 
BILLING CODE 6730–01–P 
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FEDERAL MARITIME COMMISSION 

Notice of Change to Meeting 

Agency Holding the Meeting: 
Federal Maritime Commission. 
Federal Register Citation of Previous 

Announcement: 73 FR 67869. 
Previously Announced Time and Date 

of the Meeting: 10 a.m. on November 20, 
2008. 

Change: 
1. The addition of Item 2 to the Open 

Session of the Meeting: Item 2—FY 2009 
Budget Status Report. 

For More Information Contact: 
Karen V. Gregory, Secretary, (202) 

523–5725. 

Karen V. Gregory, 
Secretary. 
[FR Doc. E8–27598 Filed 11–17–08; 4:15 pm] 
BILLING CODE 6730–01–P 

FEDERAL MARITIME COMMISSION 

Ocean Transportation Intermediary 
License; Applicants 

Notice is hereby given that the 
following applicants have filed with the 
Federal Maritime Commission an 
application for license as a Non-Vessel 
Operating Common Carrier and Ocean 
Freight Forwarder—Ocean 
Transportation Intermediary pursuant to 
section 19 of the Shipping Act of 1984 
as amended (46 U.S.C. Chapter 409 and 
46 CFR 515). 

Persons knowing of any reason why 
the following applicants should not 
receive a license are requested to 
contact the Office of Transportation 
Intermediaries, Federal Maritime 
Commission, Washington, DC 20573. 

Non-Vessel Operating Common Carrier 
and Ocean Freight Forwarder 
Transportation Intermediary 
Applicants 

InterChez Global Services, Inc., 3924 
Clock Pointe Trail, Suite 101, Stow, 
OH 44224; Officer: Melissa F. Lines, 
Vice President, (Qualifying 
Individual). 

Morrison Express Corporation (USA), 
2000 Hughes Way, El Segundo, CA 
90248; Officer: Douglas E. Haring, 
Vice President, (Qualifying 
Individual). 
Dated: November 14, 2008. 

Karen V. Gregory, 
Secretary. 
[FR Doc. E8–27499 Filed 11–18–08; 8:45 am] 
BILLING CODE 6730–01–P 

FEDERAL RESERVE SYSTEM 

Formations of, Acquisitions by, and 
Mergers of Bank Holding Companies 

The companies listed in this notice 
have applied to the Board for approval, 
pursuant to the Bank Holding Company 
Act of 1956 (12 U.S.C. 1841 et seq.) 
(BHC Act), Regulation Y (12 CFR Part 
225), and all other applicable statutes 
and regulations to become a bank 
holding company and/or to acquire the 
assets or the ownership of, control of, or 
the power to vote shares of a bank or 
bank holding company and all of the 
banks and nonbanking companies 
owned by the bank holding company, 
including the companies listed below. 

The applications listed below, as well 
as other related filings required by the 
Board, are available for immediate 
inspection at the Federal Reserve Bank 
indicated. The applications also will be 
available for inspection at the offices of 
the Board of Governors. Interested 
persons may express their views in 
writing on the standards enumerated in 
the BHC Act (12 U.S.C. 1842(c)). If the 
proposal also involves the acquisition of 
a nonbanking company, the review also 
includes whether the acquisition of the 
nonbanking company complies with the 
standards in section 4 of the BHC Act 
(12 U.S.C. 1843). Unless otherwise 
noted, nonbanking activities will be 
conducted throughout the United States. 
Additional information on all bank 
holding companies may be obtained 
from the National Information Center 
website at www.ffiec.gov/nic/. 

Unless otherwise noted, comments 
regarding each of these applications 
must be received at the Reserve Bank 
indicated or the offices of the Board of 
Governors not later than December 12, 
2008. 

A. Federal Reserve Bank of Atlanta 
(Steve Foley, Vice President) 1000 
Peachtree Street, N.E., Atlanta, Georgia 
30309: 

1. Protective Life Corporation, 
Birmingham, Alabama; to become a 
bank holding company by acquiring 100 
percent of the voting shares of Bonifay 
Holding Company, Inc., and its 
subsidiary, The Bank of Bonifay, both of 
Bonifay, Florida. 

B. Federal Reserve Bank of Kansas 
City (Todd Offerbacker, Assistant Vice 
President) 925 Grand Avenue, Kansas 
City, Missouri 64198-0001: 

1. Union State Banc Holding 
Company, Clay Center, Kansas; to 
become a bank holding company by 
acquiring 100 percent of the voting 
shares of Union State Bank, Clay Center, 
Kansas. 

C. Federal Reserve Bank of San 
Francisco (Tracy Basinger, Director, 
Regional and Community Bank Group) 
101 Market Street, San Francisco, 
California 94105-1579: 

1. Marlin Business Services 
Corporation., Mount Laurel, New Jersey; 
to become a bank holding company by 
acquiring 100 percent of the voting 
shares of Marlin Business Bank, Salt 
Lake City, Utah. 

In connection with this application, 
Applicant also has applied to engage 
indirectly in leasing activities through 
Marlin Leasing Corporation, Mount 
Laurel, New Jersey, pursuant to 
225.28(b)(3) of Regulation Y. 

Board of Governors of the Federal Reserve 
System, November 14, 2008. 
Robert deV. Frierson, 
Deputy Secretary of the Board. 
[FR Doc. E8–27470 Filed 11–18–08; 8:45 am] 
BILLING CODE 6210–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

[60 Day–09–09AF] 

Proposed Data Collections Submitted 
for Public Comment and 
Recommendations 

In compliance with the requirement 
of Section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995 for 
opportunity for public comment on 
proposed data collection projects, the 
Centers for Disease Control and 
Prevention (CDC) will publish periodic 
summaries of proposed projects. To 
request more information on the 
proposed projects or to obtain a copy of 
the data collection plans and 
instruments, call 404–639–5960 or send 
comments to Maryam Daneshvar PhD, 
CDC Reports Clearance Officer, 1600 
Clifton Road, MS–D74, Atlanta, GA 
30333 or send an e-mail to 
omb@cdc.gov. 

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
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technology. Written comments should 
be received within 60 days of this 
notice. 

Proposed Project 
‘‘Evaluation of Pharmacy Syringe 

Access Linked to HIV Testing for 
Injection Drug Users in New York City 
(Pharm-HIV)’’—New—National Center 
for HIV/AIDS, Viral Hepatitis, STD, and 
TB Prevention (NCHHSTP). Centers for 
Disease Control and Prevention (CDC). 

Background and Brief Description 
HIV continues to be one of the leading 

causes of illness and death in the US, 
especially among black and Hispanic 
communities. For injection drug users 
(IDU), who are at high risk of acquiring 
HIV infection, HIV testing may not be 
readily accessible. In 2001, the New 
York State Legislature established an 
Expanded Syringe Access 
Demonstration Program (ESAP) in New 
York City which made syringes 
available through participating 

pharmacies for injection drug users. 
ESAP thus helped to reduce the burden 
of HIV by increasing access to sterile 
syringe sources. The ESAP allows for 
regular contact between pharmacists 
and their injection-drug-using syringe 
customers, thus paving the way for 
pharmacies to act as access points to 
health and social services among IDU 
customers. The expansion of pharmacy 
services to include referrals for 
injection-drug-using syringe customers 
is based on the successes of ESAP, 
which provides many services beyond 
syringe exchange. 

This project involves two kinds of 
studies: testing service models at 
pharmacies and, interviewing 
individuals regarding the availability of 
syringes through pharmacies. For testing 
service models CDC will collaborate 
with the New York Academy of 
Medicine (NYAM) to implement this 
project for a period of three years. 

The NYAM will identify 12 ESAP 
pharmacies in East Harlem, New York 

City; ten of which will test a model that 
refers injection-drug-using syringe 
customers for HIV testing to local HIV 
testing sites. Two ESAP pharmacies will 
evaluate the feasibility of offering and 
performing HIV counseling and testing 
in the pharmacy for injection-drug-using 
syringe customers. 

Two types of respondents will 
provide the individual-level data; forty- 
eight adult (age ≥18 yrs) pharmacy staff 
members will be surveyed to learn about 
pharmacy staff attitudes and behaviors 
regarding HIV testing and referral. The 
other respondent group will be 442 
adult (age ≥18 yrs) injection-drug-using 
syringe customers who will complete a 
brief quantitative interview after HIV 
referral or HIV testing is offered to them. 
HIV-seropositive injection-drug-using 
syringe customers identified during HIV 
testing will be immediately linked to 
social and medical services. There is no 
cost to respondents other than their 
time. 

ESTIMATE OF ANNUALIZED BURDEN TABLE 

Types of data collection Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden per 
response 
(in hours) 

Total burden 
(in hours) 

Pharmacy telephone screening and enrollment form ...................................... 24 1 10/60 4 
Pharmacy staff surveys—baseline, every six months x 3, and at end of 

study. ............................................................................................................ 48 5 20/60 80 
Pharmacy staff brief surveys—monthly except when 6 monthly surveys are 

completed. .................................................................................................... 12 19 10/60 38 
Pharmacy daily syringe sales log .................................................................... 12 600 5/60 600 
Injection-drug-using syringe customer surveys ............................................... 442 1 30/60 221 

Total .......................................................................................................... ........................ ........................ ........................ 943 

Dated: November 7, 2008. 

Maryam I. Daneshvar, 
Acting Reports Clearance Officer, Centers for 
Disease Control and Prevention. 
[FR Doc. E8–27448 Filed 11–18–08; 8:45 am] 

BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

Subcommittee for Dose 
Reconstruction Reviews (SDRR), 
Advisory Board on Radiation and 
Worker Health (ABRWH), National 
Institute for Occupational Safety and 
Health (NIOSH) 

In accordance with section 10(a)(2) of 
the Federal Advisory Committee Act 
(Pub. L. 92–463), the Centers for Disease 
Control and Prevention (CDC), 

announces the following meeting for the 
aforementioned subcommittee: 

Time and Date: 9:30 a.m.–5 p.m., 
December 8, 2008. 

Place: Cincinnati Airport Marriott, 2395 
Progress Drive, Hebron, Kentucky 41018. 
Telephone (859) 334–4611, Fax (859) 334– 
4619. 

Status: Open to the public, but without a 
public comment period. To access by 
conference call dial the following 
information 1(866) 659–0537, Participant 
Pass Code 9933701. 

Background: The Advisory Board was 
established under the Energy Employees 
Occupational Illness Compensation Program 
Act of 2000 to advise the President on a 
variety of policy and technical functions 
required to implement and effectively 
manage the new compensation program. Key 
functions of the Advisory Board include 
providing advice on the development of 
probability of causation guidelines that have 
been promulgated by the Department of 
Health and Human Services (HHS) as a final 
rule; advice on methods of dose 
reconstruction which have also been 
promulgated by HHS as a final rule; advice 

on the scientific validity and quality of dose 
estimation and reconstruction efforts being 
performed for purposes of the compensation 
program; and advice on petitions to add 
classes of workers to the Special Exposure 
Cohort (SEC). 

In December 2000, the President delegated 
responsibility for funding, staffing, and 
operating the Advisory Board to HHS, which 
subsequently delegated this authority to CDC. 
NIOSH implements this responsibility for 
CDC. The charter was issued on August 3, 
2001, renewed at appropriate intervals, and 
will expire on August 3, 2009. 

Purpose: The Advisory Board is charged 
with (a) Providing advice to the Secretary, 
HHS, on the development of guidelines 
under Executive Order 13179; (b) providing 
advice to the Secretary, HHS, on the 
scientific validity and quality of dose 
reconstruction efforts performed for this 
program; and (c) upon request by the 
Secretary, HHS, advising the Secretary on 
whether there is a class of employees at any 
Department of Energy facility who were 
exposed to radiation but for whom it is not 
feasible to estimate their radiation dose, and 
on whether there is reasonable likelihood 
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that such radiation doses may have 
endangered the health of members of this 
class. The Subcommittee for Dose 
Reconstruction Reviews was established to 
aid the Advisory Board in carrying out its 
duty to advise the Secretary, HHS, on dose 
reconstruction. 

Matters to be Discussed: The agenda for the 
Subcommittee meeting includes: a discussion 
of cases under review from the 6th, 7th, and 
8th sets of individual dose reconstructions; 
preparation of a letter report on the first 100 
dose reconstruction cases reviewed; and, an 
update on site-specific dose reconstruction 
guidelines. 

The agenda is subject to change as 
priorities dictate. 

In the event an individual cannot attend, 
written comments may be submitted. Any 
written comments received will be provided 
at the meeting and should be submitted to 
the contact person below well in advance of 
the meeting. 

Contact Person for More Information: 
Theodore Katz, Executive Secretary, NIOSH, 
CDC, 1600 Clifton Road, Mailstop E–20, 
Atlanta, GA 30333, Telephone (513) 533– 
6800, Toll Free 1(800) CDC–INFO, e-mail 
ocas@cdc.gov. 

The Director, Management Analysis and 
Services Office, has been delegated the 
authority to sign Federal Register notices 
pertaining to announcements of meetings and 
other committee management activities, for 
both CDC and the Agency for Toxic 
Substances and Disease Registry. 

Dated: November 13, 2008. 
Elaine L. Baker, 
Director, Management Analysis and Services 
Office, Centers for Disease Control and 
Prevention. 
[FR Doc. E8–27447 Filed 11–18–08; 8:45 am] 
BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Proposed Information Collection 
Activity; Comment Request 

Proposed Projects: 

Title: Letter of Intent for Indian 
Tribes, Tribal organizations or Tribal 
consortia to operate a title IV–E program 
under the Fostering Connections to 
Success and Increasing Adoptions Act 
of 2008 (Pub. L. 110–351). 

OMB No.: New Collection. 
Description: The Administration for 

Children and Families is requesting that 
Indian tribes, tribal organizations or 
tribal consortia that wish to apply for 
direct title IV–E funding pursuant to 
section 479B of the Social Security Act 
send a letter expressing their intent to 
facilitate budget and staff planning. 

Respondents: Indian Tribes, Tribal 
organizations and Tribal consortia. 

ANNUAL BURDEN ESTIMATES 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden hours 
per response 

Total burden 
hours 

Letter of Intent ................................................................................................. 562 1 1 562 

Estimated Total Annual Burden 
Hours: 562. 

In compliance with the requirements 
of section 506(c)(2)(A) of the Paperwork 
Reduction Act of 1995, the 
Administration for Children and 
Families is soliciting public comment 
on the specific aspects of the 
information collection described above. 
Copies of the proposed collection of 
information can be obtained and 
comments may be forwarded by writing 
to the Administration for Children and 
Families, Office of Administration, 
Office of Information Services, 370 
L’Enfant Promenade, SW., Washington, 
DC 20447, Attn: ACF Reports Clearance 
Officer. E-mail address: 
infocollection@acf.hhs.gov. All requests 
should be identified by the title of the 
information collection. 

The Department specifically requests 
comments on: (a) Whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
the quality, utility, and clarity of the 
information to be collected; and (d) 
ways to minimize the burden of the 

collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
Consideration will be given to 
comments and suggestions submitted 
within 60 days of this publication. 

Dated: November 13, 2008. 
Janean Chambers, 
Reports Clearance Officer. 
[FR Doc. E8–27358 Filed 11–18–08; 8:45 am] 
BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–N–0526] 

Global Harmonization Task Force, 
Study Group 1; Proposed and Final 
Documents; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of proposed and final 
documents that have been prepared by 
Study Group 1 of the Global 

Harmonization Task Force (GHTF). 
These documents represent a 
harmonized proposal and 
recommendation from the GHTF Study 
Group that may be used by governments 
developing and updating their 
regulatory requirements for medical 
devices. These documents are intended 
to provide information only and do not 
describe FDA’s current regulatory 
requirements; elements of these 
documents may not be consistent with 
current U.S. regulatory requirements. In 
particular, FDA seeks comments on the 
advantages and disadvantages of the 
approaches in the GHTF documents, 
particularly where they are not 
consistent with current practices for the 
manufacture of products in the United 
States. 
DATES: Submit written or electronic 
comments on these documents by 
February 17, 2009. After February 17, 
2009, written comments or electronic 
comments may be submitted at any time 
to the contact persons listed in this 
document. 
ADDRESSES: Submit written requests for 
single copies of these documents to the 
Division of Small Manufacturers, 
International, and Consumer Assistance 
(HFZ–220), Center for Devices and 
Radiological Health, Food and Drug 
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Administration, 1350 Piccard Dr., 
Rockville, MD 20850. Send one self- 
addressed adhesive label to assist that 
office in processing your request, or fax 
your request to 240–276–3151. See the 
SUPPLEMENTARY INFORMATION 
section for information on electronic 
access to the documents. 

Submit written comments concerning 
these documents to the Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 
Submit electronic comments to http:// 
www.regulations.gov. Identify 
comments with the docket number 
found in brackets in the heading of this 
document. 
FOR FURTHER INFORMATION CONTACT: 
Ginette Y. Michaud, Center for Devices 
and Radiological Health (HFZ–480), 
Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850, 
240–276–3700. 
SUPPLEMENTARY INFORMATION: 

I. Background 

FDA has participated in a number of 
activities to promote the international 
harmonization of regulatory 
requirements. In September 1992, a 
meeting was held in Nice, France by 
senior regulatory officials to evaluate 
international harmonization. This 
meeting led to the development of the 
organization now known as GHTF to 
facilitate harmonization. Subsequent 
meetings have been held in various 
locations throughout the world. 

The GHTF is a voluntary group of 
representatives from national medical 
device regulatory authorities and the 
regulated industry. Since its inception, 
the GHTF has been comprised of 
representatives from five founding 
members grouped into three 
geographical areas: Europe, Asia-Pacific, 
and North America, each of which 
actively regulates medical devices using 
its own unique regulatory framework. 

The objective of the GHTF is to 
encourage convergence at the global 
level of regulatory systems of medical 
devices to facilitate trade while 
preserving the right of participating 
members to address the protection of 
public health by regulatory means 
considered most suitable. One of the 
ways this objective is achieved is by 
identifying and developing areas of 
international cooperation to facilitate 
progressive reduction of technical and 
regulatory differences in systems 
established to regulate medical devices. 
In an effort to accomplish these 
objectives, the GHTF formed five study 
groups to draft documents and carry on 
other activities designed to facilitate 

global harmonization. This notice 
relates to documents that have been 
developed by one of the Study Groups 
(Study Group 1). 

Study Group 1 was initially tasked 
with the responsibility of identifying 
differences between various regulatory 
systems. In 1995, the group was asked 
to propose areas of potential 
harmonization for premarket device 
regulations and possible guidelines that 
could help lead to harmonization. As a 
result of its efforts, this group has 
developed SG1(PD)/N055R6:2008 and 
SG1/N045:2008. 

The proposed document SG1(PD)/ 
N055R6:2008 entitled ‘‘Definitions of 
the Terms Manufacturer, Authorised 
Representative, Distributor and 
Importer’’ provides a harmonized 
definition of the terms ‘‘manufacturer,’’ 
‘‘authorised representative,’’ 
‘‘distributor,’’ and ‘‘importer’’. 

The final document SG1/N045:2008 
entitled ‘‘Principles of In Vitro 
Diagnostic (IVD) Medical Devices 
Classification’’ assists a manufacturer in 
allocating an IVD medical device to the 
appropriate risk class by using a set of 
harmonized classification principles. It 
bases such classification principles on 
an IVD medical device’s intended use 
and allows regulatory authorities to rule 
upon matters of interpretation for a 
particular IVD medical device, when 
appropriate. 

II. Significance of Guidance 
These documents represent 

recommendations from the GHTF study 
group and do not describe regulatory 
requirements. FDA is making these 
documents available so that industry 
and other members of the public may 
express their views and opinions. In 
particular, FDA seeks comments on the 
advantages and disadvantages of the 
approaches in the GHTF documents, 
particularly where they are not 
consistent with current practices for the 
manufacture of products in the United 
States. 

III. Electronic Access 
Persons interested in obtaining a copy 

of these documents may do so by using 
the Internet. The Center for Devices and 
Radiological Health (CDRH) maintains 
an entry on the Internet for easy access 
to information including text, graphics, 
and files that may be downloaded to a 
personal computer with Internet access. 
Updated on a regular basis, the CDRH 
home page includes device safety alerts, 
Federal Register reprints, information 
on premarket submissions (including 
lists of approved applications and 
manufacturers’ addresses), small 
manufacturer’s assistance, information 

on video conferencing and electronic 
submissions, Mammography Matters, 
and other device-oriented information. 
Information on the GHTF may be 
accessed at http://www.ghtf.org. The 
CDRH Web site may be accessed at 
http://www.fda.gov/cdrh. 

IV. Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES), written or electronic 
comments regarding these documents. 
Submit a single copy of electronic 
comments or two paper copies of any 
mailed comments, except that 
individuals may submit one paper copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Please note that on January 15, 2008, 
the FDA Division of Dockets 
Management Web site transitioned to 
the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. Electronic 
comments or submissions will be 
accepted by FDA only through FDMS at 
http://www.regulations.gov. 

Dated: October 22, 2008. 
Daniel G. Schultz, 
Director, Center for Devices and Radiological 
Health. 
[FR Doc. E8–27466 Filed 11–18–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 
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Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Biomaterials 
and Tissue Engineering. 

Date: December 8–9, 2008. 
Time: 9 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Alexander Gubin, PhD, 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Rm. 5144, 
MSC 7812, Bethesda, MD 20892, 301–435– 
2902, gubina@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Exploratory 
Research Centers of Excellence for Minority, 
Health and Health Disparities (P20). 

Date: December 9–11, 2008. 
Time: 7 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Doubletree Hotel Bethesda, 8120 

Wisconsin Avenue, Bethesda, MD 20814. 
Contact Person: Ann A. Jerkins, PhD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6154, 
MSC 7892, Bethesda, MD 20892, 301–435– 
4514, jerkinsa@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Exploratory 
Research Centers of Excellence for Minority 
Health and Health Disparities (P20). 

Date: December 9–11, 2008. 
Time: 7 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Doubletree Hotel Bethesda, 8120 

Wisconsin Avenue, Bethesda, MD 20814. 
Contact Person: Stuart B. Moss, PhD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6170, 
MSC 7892, Bethesda, MD 20892, 301–435– 
1044, mossstua@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Roadmap 
RAID. 

Date: January 14–15, 2009. 
Time: 8 a.m to 8 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: James J. Li, PhD, Scientific 
Review Officer, Center for Scientific Review, 
National Institutes of Health, 6701 Rockledge 
Drive, Room 5148, MSC 7849, Bethesda, MD 
20892, 301–435–2417, lijames@csr.nih.gov. 

Name of Committee: Immunology 
Integrated Review Group, Transplantation, 

Tolerance, and Tumor Immunology Study 
Section. 

Date: January 23–24, 2009. 
Time: 8 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Hyatt Regency Monterey, 1 Old Golf 

Course Road, Monterey, CA 93940. 
Contact Person: Cathleen L. Cooper, PhD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4208, 
MSC 7812, Bethesda, MD 20892, 301–435– 
3566, cooperc@csr.nih.gov. 

Name of Committee: Biological Chemistry 
and Macromolecular Biophysics, Integrated 
Review Group Enabling Bioanalytical and 
Biophysical Technologies Study Section. 

Date: January 29–30, 2009. 
Time: 8 a.m. to 6 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Washington Plaza Hotel, 10 Thomas 

Circle, NW., Washington, DC 20005. 
Contact Person: Vonda K. Smith, PhD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4148, 
MSC 7806, Bethesda, MD 20892, 301–435– 
1789, smithvo@csr.nih.gov. 

Name of Committee: Cell Biology 
Integrated Review Group, Molecular and 
Integrative Signal Transduction Study 
Section. 

Date: January 29–30, 2009. 
Time: 8 a.m. to 5:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Sheraton Deflina Santa Monica 

Hotel, 530 Pico Boulevard, Santa Monica, CA 
90405. 

Contact Person: Raya Mandler, PhD, 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5134, 
MSC 7840, Bethesda, MD 20892, (301) 402– 
8228, rayam@csr.nih.gov. 

Name of Committee: Oncological Sciences 
Integrated Review Group, Developmental 
Therapeutics Study Section. 

Date: January 29–30, 2009. 
Time: 8 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Hilton Old Town, 1767 King Street, 

Alexandria, VA 22314. 
Contact Person: Sharon K. Gubanich, PhD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6214, 
MSC 7804, Bethesda, MD 20892, (301) 435– 
1767, gubanics@csr.nih.gov. 

Name of Committee: Biological Chemistry 
and Macromolecular Biophysics, Integrated 
Review Group Macromolecular Structure and 
Function A Study Section. 

Date: January 30, 2009. 
Time: 8 a.m. to 6 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Sheraton Delfina Santa Monica 

Hotel, 530 Pico Boulevard, Santa Monica, CA 
90405. 

Contact Person: David R. Jollie, PhD, 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 

Health, 6701 Rockledge Drive, Room 4150, 
MSC 7806, Bethesda, MD 20892, (301) 435– 
1722, jollieda@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research; 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: November 10, 2008. 
Jennifer Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. E8–27257 Filed 11–18–08; 8:45 am] 
BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Environmental 
Health Sciences; Notice of Closed 
Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Environmental Health Sciences Special 
Emphasis Panel, Worker Education and 
Hazardous Material Training. 

Date: December 3, 2008. 
Time: 1 pm to 5 pm. 
Agenda: To review and evaluate grant 

applications. 
Place: NIEHS/National Institutes of Health, 

Building 4401, East Campus, 79 T.W. 
Alexander Drive, Research Triangle Park, NC 
27709 (Telephone Conference Call). 

Contact Person: Sally Eckert-Tilotta, PhD, 
Scientific Review Administrator, National 
Inst. of Environmental Health Sciences, 
Office of Program Operations, Scientific 
Review Branch, P.O. Box 12233, Research 
Triangle Park, NC 27709, (919) 541–1446, 
eckertt1@niehs.nih.gov. 

Name of Committee: National Institute of 
Environmental Health Sciences Special 
Emphasis Panel, Beryllium: Exposure, 
Immune and Genetic Mechanisms. 

Date: December 9, 2008. 
Time: 1 pm to 4 pm. 
Agenda: To review and evaluate grant 

applications. 
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Place: NIEHS/National Institutes of Health, 
Building 4401, East Campus, 79 T.W. 
Alexander Drive, Research Triangle Park, NC 
27709 (Telephone Conference Call). 

Contact Person: Teresa Nesbitt, PhD, DVM, 
Chief, Scientific Review Branch, Division of 
Extramural Research and Training, Nat’l 
Institute of Environmental Health Sciences, 
P.O. Box 12233, MD EC–30, Research 
Triangle Park, NC 27709, (919) 541–7571, 
nesbittt@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.115, Biometry and Risk 
Estimation—Health Risks from 
Environmental Exposures; 93.142, NIEHS 
Hazardous Waste Worker Health and Safety 
Training; 93.143, NIEHS Superfund 
Hazardous Substances—Basic Research and 
Education; 93.894, Resources and Manpower 
Development in the Environmental Health 
Sciences; 93.113, Biological Response to 
Environmental Health Hazards; 93.114, 
Applied Toxicological Research and Testing, 
National Institutes of Health, HHS) 

Dated: November 12, 2008. 
Jennifer Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. E8–27381 Filed 11–18–08; 8:45 am] 
BILLING CODE 4140–01–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Office of the Secretary 

[Docket No. DHS–2008–0185] 

Data Privacy and Integrity Advisory 
Committee 

AGENCY: Office of the Secretary, 
Department of Homeland Security. 
ACTION: Notice of Federal Advisory 
Committee Meeting. 

SUMMARY: The Data Privacy and 
Integrity Advisory Committee will meet 
on December 3, 2008, in Arlington, VA. 
This meeting will be open to the public. 
DATES: The Data Privacy and Integrity 
Advisory Committee will meet on 
Wednesday, December 3, 2008 from 9 
a.m. to 12 p.m. and 1:30 p.m. to 4 p.m. 
Please note that the meeting may close 
early if the committee has completed its 
business. 
ADDRESSES: The meeting will be held in 
Galleries I and II of the Hilton Arlington 
Hotel, 950 North Stafford Street, 
Arlington, Virginia 22203. 

Send written materials, comments, 
and requests to make oral presentations 
to Ken Hunt, Executive Director, Data 
Privacy and Integrity Advisory 
Committee, Department of Homeland 
Security, Washington, DC 20528. 
Written materials, comments, and 
requests to make oral presentations at 
the meeting should reach the contact 

person listed by November 26, 2008. 
Requests to have a copy of your material 
distributed to each member of the 
committee prior to the meeting should 
reach the persons listed under FOR 
FURTHER INFORMATION CONTACT, below, 
by November 26, 2008. Persons wishing 
to make comments or who are unable to 
attend or speak at the meeting may 
submit comments at any time. All 
submissions received must include the 
docket number: DHS–2008–0185 and 
may be submitted by any one of the 
following methods: 

• Federal Rulemaking Portal: http:// 
www.regulations.gov. Follow 
instructions for submitting comments 
on the web site. 

• E-mail: PrivacyCommittee@dhs.gov. 
Include docket number in the subject 
line of the message. 

• Fax: (866) 466–5370. 
• Mail: Mr. Ken Hunt, Executive 

Director, Data Privacy and Integrity 
Advisory Committee, Department of 
Homeland Security, Washington, DC 
20528. 

Instructions: All submissions received 
must include the words ‘‘Department of 
Homeland Security Data Privacy and 
Integrity Advisory Committee’’ and the 
docket number: DHS–2008–0185. 
Comments received will also be posted 
without alteration at 
www.regulations.gov, including any 
personal information provided. 

Docket: For access to the docket to 
read background documents or 
comments received by the DHS Data 
Privacy and Integrity Committee, go to 
www.regulations.gov. 
FOR FURTHER INFORMATION CONTACT: 
Hugo Teufel III, Chief Privacy Officer, or 
Ken Hunt, Executive Director, Data 
Privacy and Integrity Advisory 
Committee, Department of Homeland 
Security, Washington, DC 20528, by 
telephone (703) 235–0780 or by fax 
(703) 235–0442, or by e-mail 
PrivacyCommittee@dhs.gov. 

SUPPLEMENTARY INFORMATION: Notice of 
this meeting is given under the Federal 
Advisory Committee Act, 5 U.S.C. App. 
(Pub. L. 92–463). 41 CFR 102–3.150(b) 
(2001) permits that, ‘‘in exceptional 
circumstances, the agency * * * may 
give less than 15 calendar days notice, 
provided that the reasons for doing so 
are included in the advisory committee 
meeting notice published in the Federal 
Register.’’ This notice appears less than 
15 calendar days before the meeting 
date because the Department was unable 
to obtain suitable meeting space in time 
to allow for routine 15-day notice. 

During the meeting, the DHS Chief 
Privacy Officer will provide an update 
on the activities of the DHS Privacy 

Office. Invited speakers will discuss the 
Presidential transition and the Privacy 
Office priorities for the future. The 
Subcommittees will update the 
Committee on their current work. A 
tentative agenda is posted on the 
Privacy Advisory Committee Web site at 
www.dhs.gov/privacy. 

At the discretion of the Chair, 
members of the public may make brief 
(i.e., no more than three minutes) oral 
presentations from 3:30 p.m.–4 p.m. If 
you would like to make an oral 
presentation at the meeting, please 
register in advance or sign up on the day 
of the meeting. If you would like a copy 
of your material(s) distributed to each 
member of the committee in advance, 
please submit 22 copies to Ken Hunt by 
November 26, 2008. 

Information on Services for Individuals 
With Disabilities 

For information on facilities or 
services for individuals with disabilities 
or to request special assistance at the 
meeting, contact Ken Hunt as soon as 
possible. 

Dated: November 12, 2008. 
John Kropf, 
Deputy Chief Privacy Officer. 
[FR Doc. E8–27361 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–10–P 

DEPARTMENT OF HOMELAND 
SECURITY 

[Docket No. DHS–2008–0119] 

Homeland Security Information 
Network Advisory Committee 

AGENCY: Department of Homeland 
Security. 
ACTION: Committee Management; Notice 
of Federal Advisory Committee 
Teleconference Meeting. 

SUMMARY: The Homeland Security 
Information Network Advisory 
Committee will hold a conference call 
on December 3, 2008, to discuss 
implementation efforts associated with 
the Next Generation of the Homeland 
Security Information Network. 
DATES: The teleconference call will take 
place on Wednesday, 3 December, 2008, 
at 2–3 EST. 
ADDRESSES: Members of the public may 
monitor the call by calling 1–866–222– 
9044, to be followed by this PIN 78982#. 
Members of the public are welcome to 
monitor the meeting however, the 
number of teleconference lines is 
limited and available on a first-come, 
first-served basis. Questions or 
comments must be identified by DHS– 
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2008–0119 and may be submitted by 
one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting questions or 
comments. 

• E-mail: Elliott.langer@dhs.gov. 
Include the docket number, DHS–2008– 
0119, in the subject line of the message. 

• Fax: 202–282–8191 
• Mail: Elliott Langer, Department of 

Homeland Security, 245 Murray Lane, 
SW., Building 410, Washington, DC 
20528. 

Instructions: All submissions received 
must include the words ‘‘Department of 
Homeland Security’’ and the docket 
number for this action. Comments 
received will be posted without 
alteration at www.regulations.gov, 
including any personal information 
provided. 

Docket: For access to the docket to 
read background documents or 
comments received by the Homeland 
Security Information Network Advisory 
Committee, go to http:// 
www.regulations.gov. 

FOR FURTHER INFORMATION CONTACT: 
Elliott Langer, 245 Murray Lane, SW., 
Bldg 410, Washington, DC 20528, 
Elliott.langer@dhs.gov, 202–282–8978, 
fax 202–282–8191. 
SUPPLEMENTARY INFORMATION: Notice of 
this meeting is given under the Federal 
Advisory Committee Act, 5 U.S.C. App. 
(Pub. L. 92–463). The Homeland 
Security Information Network Advisory 
Committee will have a series of 
conference calls to discuss 
implementation efforts associated with 
the Next Generation of the Homeland 
Security Information Network. The 
Homeland Security Information 
Network Advisory Committee provides 
advice and recommendations to the 
Secretary through the Director, 
Operations Coordination and Planning 
on matters relating to gathering and 
incorporating user requirements into the 
Homeland Security Information 
Network. 

The committee will discuss the above 
issues from approximately 2–3 p.m., 
EST. The chairperson of the Homeland 
Security Information Network Advisory 
Committee shall conduct the 
teleconference in a way that will, in his 
judgment, facilitate the orderly conduct 
of business. Please note that the 
teleconference may end early if all 
business is completed. 

Information on Services for Individuals 
With Disabilities 

For information on facilities or 
services for individuals with disabilities 
or to request special assistance at the 

meeting, contact Elliott Langer as soon 
as possible. 

November 13, 2008. 
Roger T. Rufe, Jr., 
Director, Operations Coordination and 
Planning. 
[FR Doc. E8–27488 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–10–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Office of the Secretary 

Privacy Act of 1974; System of 
Records 

AGENCY: Privacy Office, DHS. 
ACTION: Notice of removal of one Privacy 
Act system of records notice. 

SUMMARY: In accordance with the 
Privacy Act of 1974, the Department of 
Homeland Security is giving notice that 
it will remove one system of records 
notice from its inventory of record 
systems because the Federal Law 
Enforcement Training Center no longer 
requires the system. The obsolete 
system is Treasury/FLETC.004 FLETC 
Administrative Records. 
DATES: Effective Date: December 19, 
2008. 

FOR FURTHER INFORMATION CONTACT: 
Hugo Teufel III, Chief Privacy Officer, 
Department of Homeland Security, 
Washington, D.C. 20528, by telephone 
(703) 235–0780 or facsimile 1–866–466– 
5370. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the provisions of the Privacy Act of 
1974, 5 U.S.C. 552a, and as part of its 
ongoing integration and management 
efforts, the Department of Homeland 
Security (DHS) is removing one Federal 
Law Enforcement Training Center 
(FLETC) system of records notice from 
its inventory of record systems. 

DHS inherited this record system 
upon its creation in January of 2003. 
Upon review of its inventory of systems 
of records, DHS has determined it no 
longer needs or uses this system of 
records and is retiring the following: 
Treasury/FLETC.004 FLETC 
Administrative Records (66 FR 43955 
August 21, 2001). 

Treasury/FLETC.004 FLETC 
Administrative Records was originally 
established to collect and maintain 
FLETC’s administrative records. 

Eliminating this system of records 
notice will have no adverse impacts on 
individuals, but will promote the 
overall streamlining and management of 
DHS Privacy Act record systems. 

Dated: Nov. 12, 2008. 
John W. Kropf, 
Acting Chief Privacy Officer, Department of 
Homeland Security. 
[FR Doc. E8–27362 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–10–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Office of the Secretary 

Privacy Act of 1974; System of 
Records 

AGENCY: Privacy Office, DHS. 
ACTION: Notice of removal of ten Privacy 
Act system of records notices. 

SUMMARY: In accordance with the 
Privacy Act of 1974, the Department of 
Homeland Security is giving notice that 
it will remove ten systems of records 
notices from its inventory of record 
systems because the Federal Emergency 
Management Agency no longer requires 
these systems. These ten obsolete 
systems are: FEMA/PER–2 Equal 
Employment Opportunity Complaints of 
Discrimination Files, FEMA/PER–3 
Payroll and Leave Accounting, FEMA/ 
FIA–1 Federal Crime Insurance 
Program, FEMA/REG–1 State and Local 
Civil Preparedness Instruction Program, 
FEMA/SLPS–1 Application for 
Enrollment in Architectural Engineering 
Professional Development Program, 
FEMA/SLPS–2 Military Reserve 
Program, FEMA/SLPS–3 Radioactive 
Material Inventory, FEMA/SLPS–4 
Maintenance and Calibration, FEMA/ 
SLPS–5 Radiation Exposure and 
Radioactive materials; Radiation 
Committee Records, and FEMA/CGC–1 
Cerro Grande Fire Assistance Claim 
Files. 

DATES: Effective Date: December 19, 
2008. 

FOR FURTHER INFORMATION CONTACT: 
Hugo Teufel III, Chief Privacy Officer, 
Department of Homeland Security, 
Washington, DC 20528, by telephone 
(703) 235–0780 or facsimile 1–866–466– 
5370. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the provisions of the Privacy Act of 
1974, 5 U.S.C. 552a, and as part of its 
ongoing integration and management 
efforts, the Department of Homeland 
Security (DHS) is removing ten Federal 
Emergency Management Agency 
(FEMA) system of records notices from 
its inventory of record systems. 

DHS inherited these records systems 
upon its creation in January of 2003. 
Upon review of its inventory of systems 
of records, DHS has determined it no 
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longer needs these ten systems and is 
retiring the following: 

DHS is retiring FEMA/PER–2 (55 FR 
37182 September 7, 1990), Equal 
Employment Opportunity Complaints of 
Discrimination Files. This system was 
originally established in order to 
maintain records on individuals who 
file a discrimination complaint against 
FEMA. 

DHS is retiring FEMA/PER–3 (55 FR 
37182 September 7, 1990), Payroll and 
Leave Accounting. This system was 
originally established in order to 
maintain records concerning employee 
payroll and leave accounting. 

DHS is retiring FEMA/FIA–1 (67 FR 
3193 January 23, 2002), Federal Crime 
Insurance Program. This system was 
originally established in order to 
maintain records on the Federal Crime 
Insurance Program. 

DHS is retiring FEMA/REG–1 (55 FR 
37182 September 7, 1990), State and 
Local Civil Preparedness Instruction 
Program. This system was originally 
established in order to maintain records 
on individuals involved in state and 
local civil preparedness instruction 
programs. 

DHS is retiring FEMA/SLPS–1 (55 FR 
37182 September 7, 1990), Application 
for Enrollment in Architectural 
Engineering Professional Development 
Program. This system was originally 
established in order to maintain records 
on individuals who apply for FEMA 
professional development courses. 

DHS is retiring FEMA/SLPS–2 (55 FR 
37182 September 7, 1990), Military 
Reserve Program. This system was 
originally established in order to 
maintain records on military reservists 
who have a mobilization designation to 
FEMA. 

DHS is retiring FEMA/SLPS–3 (55 FR 
37182 September 7, 1990), Radioactive 
Material Inventory. This system was 
originally established in order to 
maintain records on custodians of 
FEMA radioactive material. 

DHS is retiring FEMA/SLPS–4 (55 FR 
37182 September 7, 1990), Maintenance 
and Calibration. This system was 
originally established in order to 
maintain records on all state 
radiological systems officers and 
maintenance personnel. 

DHS is retiring FEMA/SLPS–5 (55 FR 
37182 September 7, 1990), Radiation 
Exposure and Radioactive materials; 
Radiation Committee Records. This 
system was originally established in 
order to maintain records on all 
authorized users of sources of ionizing 
radiation, activity radiation safety 
officers, ionizing radiation, dose records 
officers, custodians of FEMA sources of 

ionizing radiation, committee members 
and alternates. 

DHS is retiring FEMA/CGC–1 (65 FR 
52116 August 28, 2000), Cerro Grande 
Fire Assistance Claim Files. This system 
was originally established to 
expeditiously consider and settle claims 
for injuries suffered as a result of the 
Cerro Grande Fire. Eliminating these 
systems of records notices will have no 
adverse impacts on individuals, but will 
promote the overall streamlining and 
management of DHS Privacy Act record 
systems. 

Dated: November 12, 2008. 
John W. Kropf, 
Acting Chief Privacy Officer, Department of 
Homeland Security. 
[FR Doc. E8–27363 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–10–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Transportation Security Administration 

Notice of Intent To Request Renewal 
From the Office of Management and 
Budget (OMB) of One Current Public 
Collection of Information; Federal 
Flight Deck Officer Program 

AGENCY: Transportation Security 
Administration (TSA), DHS. 
ACTION: 60 Day Notice. 

SUMMARY: The Transportation Security 
Administration (TSA) invites public 
comment on one currently approved 
Information Collection Request (ICR), 
OMB control number 1652–0011, 
abstracted below, that we will submit to 
the Office of Management and Budget 
(OMB) for renewal in compliance with 
the Paperwork Reduction Act. The ICR 
describes the nature of the information 
collection and its expected burden. The 
collection requires interested volunteers 
to fill out an application to determine 
their suitability for participating in the 
Federal Flight Deck Officer (FFDO) 
Program, and deputized FFDOs to 
submit written reports of certain 
prescribed incidents. 
DATES: Send your comments by January 
20, 2009. 
ADDRESSES: Comments may be mailed 
or delivered to Joanna Johnson, Office of 
Information Technology, TSA–11, 
Transportation Security Administration, 
601 South 12th Street, Arlington, VA 
22202–4220. 
FOR FURTHER INFORMATION CONTACT: 
Joanna Johnson at the above address, or 
by telephone (571) 227–3651 or 
facsimile (703) 603–0822. 
SUPPLEMENTARY INFORMATION: 

In accordance with the Paperwork 
Reduction Act of 1995, (44 U.S.C. 3501 
et seq.), an agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information, 
unless it displays a valid OMB control 
number. Therefore, in preparation for 
submission to renew clearance of the 
following information collection, TSA is 
soliciting comments to— 

(1) Evaluate whether the proposed 
information requirement is necessary for 
the proper performance of the functions 
of the agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including using 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 

Information Collection Requirement 
1652–0011; Federal Flight Deck 

Officer Program. The Transportation 
Security Administration (TSA) initially 
required this information collection 
under Public Law 107–296 and Public 
Law 108–176. See Arming Pilots 
Against Terrorism Act (APATA), Title 
XIV of the Homeland Security Act (Pub. 
L. 107–296, Nov. 25, 2002), codified at 
49 U.S.C 44921; Vision 100—Century of 
Aviation Reauthorization Act (Vision 
100) (Pub. L. 108–176, 117 Stat. 2490, 
Dec. 12, 2003), codified at 49 U.S.C. 
44918. TSA is seeking to renew this 
information collection in order to 
continue collecting the information 
described in this notice to comply with 
its statutory mission. APATA required 
TSA to establish a program to deputize 
volunteer pilots of passenger air carriers 
as Federal law enforcement officers to 
defend the flight deck of their aircraft 
against acts of criminal violence or air 
piracy. With the enactment of Vision 
100, eligibility to participate in the 
FFDO program expanded to include 
pilots of all-cargo aircraft, as well as 
flight engineers and navigators on both 
passenger and cargo aircraft. 

In order to screen volunteers for entry 
into the FFDO program, TSA collects 
information, including name, address, 
prior address information, personal 
references, criminal history, limited 
medical information, financial 
information, and employment 
information, from applicants through 
comprehensive applications they submit 
to TSA. In addition, standard operating 
procedures require deputized FFDOs to 
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report certain prescribed incidents to 
TSA so that appropriate records are 
created for evidentiary, safety, and 
security purposes. TSA uses the 
information collected to assess the 
qualifications and suitability of 
prospective and current FFDOs through 
an online application, to ensure the 
readiness of every FFDO, to administer 
the program, and for security purposes. 
Based on the average number of new 
applicants to the FFDO program, TSA 
estimates a total of 5,000 respondents 
annually. TSA estimates that the online 
application will take one hour for each 
applicant to complete, for a total burden 
of 5,000 hours. 

Issued in Arlington, Virginia, on November 
13, 2008. 

Kurt Guyer, 
Acting, Program Manager, Business 
Improvements and Communications, Office 
of Information Technology. 
[FR Doc. E8–27443 Filed 11–18–08; 8:45 am] 

BILLING CODE 4910–62–P 

DEPARTMENT OF HOMELAND 
SECURITY 

BUREAU OF CUSTOMS AND BORDER 
PROTECTION 

Notice of Cancellation of Customs 
Broker License Due to Death of the 
License Holder 

AGENCY: Bureau of Customs and Border 
Protection, U.S. Department of 
Homeland Security. 

ACTION: General notice. 

SUMMARY: Notice is hereby given that, 
pursuant to Title 19 of the Code of 
Federal Regulations at section 111.51(a), 
the following individual Customs broker 
license and any and all permits have 
been cancelled due to the death of the 
broker: 

Name License 
No. Port name 

Joseph A. 
Fanok.

03052 New York. 

Dated: November 10, 2008. 
Daniel Baldwin, 
Assistant Commissioner Office of 
International Trade. 
[FR Doc. E8–27388 Filed 11–18–08; 8:45 am] 
BILLING CODE 9111–14–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Bureau Of Customs and Border 
Protection 

Notice of Cancellation of Customs 
Broker Licenses 

AGENCY: Bureau of Customs and Border 
Protection, U.S. Department of 
Homeland Security. 
ACTION: General notice. 

SUMMARY: Pursuant to section 641 of the 
Tariff Act of 1930, as amended, (19 
U.S.C. 1641) and the Customs 
Regulations (19 CFR 111.51), the 
following Customs broker licenses and 
all associated permits are cancelled 
without prejudice. 

Name License No. Issuing Port 

Alomar Transport and Import, Inc ...................................................................................................................... 15117 New York. 
Auditrade, Inc ..................................................................................................................................................... 16550 Tampa. 

Dated: November 10, 2008. 
Daniel Baldwin, 
Assistant Commissioner, Office of 
International Trade. 
[FR Doc. E8–27386 Filed 11–18–08; 8:45 am] 
BILLING CODE 9111–14–P 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[Docket No. FR–5267–N–02] 

The Performance Review Board 

AGENCY: Office of the Deputy Secretary, 
HUD. 
ACTION: Notice of appointment. 

SUMMARY: The Department of Housing 
and Urban Development announces the 
appointment of Linda M. Cruciani as a 
member of the Department Performance 
Review Board. The address is: 
Department of Housing and Urban 
Development, Washington, DC 20410– 
0050. 

FOR FURTHER INFORMATION CONTACT: 
Persons desiring any further information 
about the Performance Review Board 
and its members may contact Earnestine 
Pruitt, Director, Executive Personnel 
Management Division, Department of 
Housing and Urban Development, 

Washington, DC 20410. Telephone (202) 
708–1381. (This is not a toll-free 
number) 

Dated: November 13, 2008. 
Roy A. Bernardi, 
Deputy Secretary. 
[FR Doc. E8–27474 Filed 11–18–08; 8:45 am] 
BILLING CODE 4210–67–P 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[FWS–R4–R–2008–N0246; 40136–1265– 
0000–S3] 

Eufaula National Wildlife Refuge, 
Barbour and Russell Counties, AL and 
Stewart and Quitman Counties, GA 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Notice of availability: Final 
comprehensive conservation plan and 
finding of no significant impact. 

SUMMARY: We, the Fish and Wildlife 
Service (Service), announce the 
availability of our final comprehensive 
conservation plan (CCP) and finding of 
no significant impact (FONSI) for 
Eufaula National Wildlife Refuge 
(NWR). In the final CCP, we describe 

how we will manage this refuge for the 
next 15 years. 
ADDRESSES: A copy of the CCP may be 
obtained by writing to: Mr. Troy Littrell, 
Refuge Manager, 367 Highway 165, 
Eufaula, AL 39027–8187. The CCP may 
also be accessed and downloaded from 
the Service’s Web site: http:// 
southeast.fws.gov/planning. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Mike Dawson, Refuge Planner, Jackson, 
MS; Telephone: 601–965–4903 ext. 20; 
fax: 601–965–4010; e-mail: 
mike_dawson@fws.gov. 
SUPPLEMENTARY INFORMATION: 

Introduction 
With this notice, we finalize the CCP 

process for Eufaula NWR. We started 
this process through a notice in the 
Federal Register on January 26, 2006 
(71 FR 4373). For more about the 
process, see that notice. 

Eufaula NWR was established in 1964 
through community support and in 
cooperation with the U.S. Army Corps 
of Engineers to provide habitat for 
wintering waterfowl and other 
migratory and resident wildlife. The 
refuge landscape is a mixture of 
wetlands, croplands, woodlands, 
grasslands, and open water, creating a 
mosaic of wildlife-rich habitats. 
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Eufaula NWR is located on both banks 
of the Chattahoochee River in southeast 
Alabama and southwest Georgia. The 
refuge is superimposed on the Walter F. 
George Reservoir (also referred to as 
Lake Eufaula), a river and harbor project 
of the U.S. Army Corps of Engineers. 
The reservoir was created from the 
impoundment of the Chattahoochee 
River between Alabama and Georgia. 
Named after the city of Eufaula, the 
refuge provides 11,184 acres of land and 
water for public enjoyment in a wide 
range of outdoor activities. The refuge 
covers 7,953 acres in Barbour and 
Russell Counties, Alabama, and 3,231 
acres in Stewart and Quitman Counties, 
Georgia. 

Habitats encompassed by the refuge 
include a riverine area on the west side 
containing a section of the Escatawpa 
River and a tributary, Black Creek; an 
area of coastal savanna in the central 
part of the refuge; and a large gopher 
tortoise colony at the northeast corner of 
the refuge. 

Eufaula NWR lies on the eastern edge 
of the Mississippi Flyway. Peak 
wintering populations of ducks reached 
over 40,000 in the mid-1970s. Recently, 
the refuge’s duck populations have 
peaked at 12,000–20,000. Few migratory 
geese visit Eufaula NWR, but more than 
2,000 Canada geese are residents. Large 
breeding populations of raptors, such as 
bald eagles and osprey, are becoming 
more common on the refuge. High 
populations of herons and other marsh 
birds are supported by the habitat. An 
abundance of other migratory birds and 
wildlife is present seasonally. 

Eufaula NWR is a significant 
component in the region’s recreational 
opportunities. The refuge’s Management 
Information System (RMIS) showed 
371,251 visits to the refuge in 2002. 
Fishing and nature observation were the 
most popular activities with 129,959 
and 101,190 visits, respectively. Deer 
hunters accounted for 8,700 visits in 
2002. The auto tour route attracted 
35,974 motorists, and a small proportion 
of these people walked the nature trails 
or used the observation platform. The 
local economy significantly benefits 
from the refuge. In 2002, refuge visitors 
spent $7 million related to refuge 
recreation. This resulted in $5.6 million 
in local final demand, $2.4 million in 
earnings, and 125 jobs attributable to 
refuge visitation. 

We announce our decision and the 
availability of the final CCP and FONSI 
for Eufaula NWR in accordance with the 
National Environmental Policy Act 
(NEPA) [40 CFR 1506.6(b)] 
requirements. We completed a thorough 
analysis of impacts on the human 
environment, which we included in the 

draft comprehensive conservation plan 
and environmental assessment (Draft 
CCP/EA). 

The CCP will guide us in managing 
and administering Eufaula NWR for the 
next 15 years. Alternative D, as we 
described in the final CCP, is the 
foundation for the CCP. 

The compatibility determinations for 
(1) hunting; (2) fishing; (3) wildlife 
observation and photography; (4) 
environmental education and 
interpretation; (5) bicycling; (6) 
canoeing; (7) farming/haying; (8) feral 
hog management program; (9) forest 
management; (10) horseback riding; (11) 
jogging/walking; and (12) scientific field 
studies are also available within the 
final CCP. 

Background 
The National Wildlife Refuge System 

Improvement Act of 1997 (16 U.S.C. 
668dd–668ee) (Improvement Act), 
which amended the National Wildlife 
Refuge System Administration Act of 
1966, requires us to develop a CCP for 
each national wildlife refuge. The 
purpose for developing a CCP is to 
provide refuge managers with a 15-year 
plan for achieving refuge purposes and 
contributing toward the mission of the 
National Wildlife Refuge System, 
consistent with sound principles of fish 
and wildlife management, conservation, 
legal mandates, and our policies. In 
addition to outlining broad management 
direction on conserving wildlife and 
their habitats, CCPs identify wildlife- 
dependent recreational opportunities 
available to the public, including 
opportunities for hunting, fishing, 
wildlife observation, wildlife 
photography, and environmental 
education and interpretation. We will 
review and update the CCP at least 
every 15 years in accordance with the 
Improvement Act. 

Comments 
Approximately 100 copies of the Draft 

CCP/EA were made available for a 30- 
day public review period as announced 
in the Federal Register on June 6, 2008 
(73 FR 32349). Nineteen public 
comments were received. 

Selected Alternative 
After considering the comments we 

received, we have selected Alternative D 
for implementation. This alternative is 
judged to be the most effective 
management action for meeting the 
purposes of the refuge by optimizing 
habitat management and visitor services 
throughout the refuge. Over the life of 
the CCP, Eufaula NWR will provide a 
complex of habitats, both moist-soil and 
grain crops, to meet the foraging needs 

of 25,000 wintering ducks. This will 
assist the North American Waterfowl 
Management Plan. The refuge will also 
provide adequate open space (upland 
crop fields) for winter utilization and 
feeding of at least 500 geese and cranes. 
In addition, staff and/or volunteers will 
maintain 200 wood duck boxes on the 
refuge. 

Under Alternative D, Eufaula NWR 
will provide forest habitat conditions 
conducive to supporting both priority 
pine and hardwood associated bird 
species. The refuge will provide high- 
quality grassland habitat to support 
grassland bird species on 220 to 300 
acres, while achieving priority 
waterfowl objectives. This will include 
planting native warm season grass 
species on old farm fields. In addition, 
it will promote tall emergent vegetation 
sufficient to support a population of 10– 
20 king rails and to benefit other species 
of marsh birds. 

For the benefit of wading birds, the 
refuge will provide for both secure 
nesting sites and ample foraging habitat. 
The refuge will furnish at least two 
areas of up to 20 acres each for 
shorebirds, during both northbound and 
southbound movements. In addition, 
the refuge will provide protective 
conservation measures for federal- or 
state-listed species and habitats for 
future ecological existence. 

The refuge staff will expand its 
capability and effort to implement 
sound scientific principles to better 
manage healthy populations of resident 
wildlife species. The staff will also 
control domestic, feral, or pest animals, 
especially feral hogs, removing an 
average of 100-plus hogs annually, or as 
needed. 

Eufaula NWR will gradually reduce 
cooperative farmer cropland acreage to 
300 acres (from 500 acres at present) 
over the 15-year life of the CCP. 
Additionally, the refuge itself will 
cultivate crops on 100 to 300 acres to 
provide food, cover, and sanctuary areas 
for wildlife. This will provide adequate 
habitat for wintering waterfowl and 
provide quality dove hunting 
opportunities. 

The refuge will employ silvicultural 
treatments to improve 2,800 acres of 
refuge forestland to provide benefits to 
forest-dependent wildlife. It will also 
use fire as a management tool on 
approximately 800–1,000 acres annually 
in suitable habitats for species and 
habitat conservation. Management of 
moist-soil wetlands (approximately 
1,200 acres) will be intensified, with 
emphasis on waterfowl and other 
aquatic birds foraging and life-history 
requirements. 
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Eufaula NWR will aggressively 
control aquatic invasive plant species 
on approximately 25 shoreline miles (or 
as needed) and 1,250 acres annually. It 
will also conduct preventive and 
maintenance control of upland invasive 
plant species. 

In addition to maintaining all existing 
hunts and seasons, Eufaula NWR will 
consider adding a youth wild turkey 
quota hunt, an alligator hunt, and 
falconry. Boat launch facilities and bank 
fishing opportunities on the refuge will 
be expanded. The refuge will document 
the impact of sport fishing and fishing 
tournaments on sensitive wildlife and 
habitat resources on the refuge. This 
will serve as a basis for discussions with 
the U.S. Army Corps of Engineers and 
Alabama and Georgia authorities on the 
possibility of establishing no-wake 
zones in sensitive areas. 

All existing wildlife observation and 
photography facilities will be 
maintained, and within 10 years of the 
date of the CCP, the refuge will: (1) 
Designate a one-way loop in the 
Houston Bottoms and add additional 
pull-offs to the existing Wildlife Drive; 
(2) improve the existing interpretive 
trail and add foot trails between 
Lakepoint State Park and the refuge; (3) 
add one photo blind in the Houston 
Impoundment or Goose Pen 
Impoundment; and (4) construct an 
observation platform adjacent to the 
Hour Glass Impoundment on the 
Wildlife Drive and assess the need for 
an additional viewing platform in the 
Houston Bottoms area. 

In terms of environmental education 
and interpretation, the refuge will 
maintain its existing opportunities and 
facilities, and establish a new visitor 
center. 

Under Alternative D, the refuge will 
enlarge its current staff of six by adding 
five full-time positions, consisting of a 
biological science technician, a 
maintenance position, two non-law 
enforcement park rangers, and a law 
enforcement officer. The total staffing 
level will then be eleven. 

Eufaula NWR will develop and begin 
to implement a Cultural Resources 
Management Plan. In the meantime, 
there will continue to be limited 
management of cultural resources based 
on known locations of identified 
cultural, historical, and archaeological 
resources. The refuge will follow 
standard procedures to protect cultural 
resources whenever projects involving 
excavation are undertaken. 

Refuge staff will increase cooperation 
with the Corps and both states on 
invasives’ management, and with 
Alabama and Georgia authorities on 
overall refuge management, including 

restoration of longleaf pine forests. The 
refuge will work to establish a Friends 
group (support group). 

Under Alternative D, Eufaula NWR 
will construct and begin to operate a 
visitor center east of U.S. Highway 431, 
adjacent to the Kennedy Unit. This 
center will serve as a focal point of 
public use opportunities on the refuge. 

Authority: This notice is published under 
the authority of the National Wildlife Refuge 
System Improvement Act of 1997, Public 
Law 105–57. 

Dated: September 12, 2008. 
Cynthia K. Dohner, 
Acting Regional Director. 
[FR Doc. E8–27450 Filed 11–18–08; 8:45 am] 
BILLING CODE 4310–55–P 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[FWS–R4–R–2008–N0216; 40136–1265– 
0000–S3] 

Grand Bay National Wildlife Refuge, 
Jackson County, MS, and Mobile 
County, AL 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Notice of availability: final 
comprehensive conservation plan and 
finding of no significant impact. 

SUMMARY: We, the Fish and Wildlife 
Service (Service), announce the 
availability of our final comprehensive 
conservation plan (CCP) and finding of 
no significant impact (FONSI) for Grand 
Bay National Wildlife Refuge (NWR). In 
the final CCP, we describe how we will 
manage this refuge for the next 15 years. 
ADDRESSES: A copy of the CCP may be 
obtained by writing to: Mr. Lloyd Culp, 
Manager, Gulf Coast NWR Complex, 
7200 Crane Lane, Gautier, MS 39553. 
The CCP may also be accessed and 
downloaded from the Service’s Web 
site: http://southeast.fws.gov/planning. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Mike Dawson, Refuge Planner, Jackson, 
MS; Telephone: 601/965–4903 ext. 20; 
fax: 601/965–4010; e-mail: 
mike_dawson@fws.gov. 

SUPPLEMENTARY INFORMATION: 

Introduction 

With this notice, we finalize the CCP 
process for Grand Bay NWR. We started 
this process through a notice in the 
Federal Register on December 29, 2005 
(70 FR 77176). For more about the 
process, see that notice. 

Grand Bay NWR was established in 
1992 with an acquisition boundary of 
12,100 acres. The main purpose of the 

refuge is to protect one of the largest 
expanses of Gulf coast savanna 
remaining in a relatively undisturbed 
state. In 1997, a 2,700-acre expansion 
was approved to bring under 
management a section of the scenic 
Escatawpa River. In 2003, another 
expansion was approved to include a 
string of nearshore barrier islands just 
south of the refuge (660 acres) and a 5- 
acre tract on the north side of 
Independence Road, which forms part 
of the refuge’s northern boundary. To 
date, the Service has acquired 
approximately 10,188 acres within the 
acquisition boundary. The refuge was 
established under the authority of the 
Emergency Wetlands Resources Act of 
1986. 

Grand Bay NWR is located in the 
coastal zone of Jackson County, 
Mississippi, and Mobile County, 
Alabama, approximately 10 miles east of 
Pascagoula, Mississippi, and about 20 
miles west of Mobile, Alabama. It forms 
part of the Gulf Coast National Wildlife 
Refuge Complex, which also includes 
Mississippi Sandhill Crane NWR to the 
west and Bon Secour NWR to the east. 

Habitats encompassed by the refuge 
include a riverine area on the west side 
containing a section of the Escatawpa 
River and a tributary, Black Creek; an 
area of coastal savanna in the central 
part of the refuge; and a large gopher 
tortoise colony at the northeast corner of 
the refuge. 

Grand Bay NWR’s cypress-tupelo 
swamps provide ideal habitat for wood 
ducks, other migratory birds, and many 
resident wildlife species, including 
white-tailed deer and wild turkey. The 
refuge’s salt flats, tidal creeks, and 
brackish marshes are used extensively 
by wading birds, shorebirds, and 
waterfowl, including the mottled duck, 
a species of concern in both Alabama 
and Mississippi. About 20 percent of the 
coastal waterfowl in Alabama and 
Mississippi winter in this area, the most 
prevalent duck species being lesser 
scaup, redhead, ring-necked, mallard, 
and American wigeon. 

Other species that use the refuge’s 
estuarine habitats include bald eagles, 
peregrine falcons, clapper rails, black 
rails, Gulf salt marsh water snakes, and 
Mississippi diamondback terrapins. 

The fishery of the Escatawpa River 
system and its associated sloughs and 
lakes contain populations of species 
such as largemouth bass, bream, 
crappie, and catfish. Public fishing is 
popular along the river. More than 80 
species of fish have been reported from 
the estuarine habitats of Grand Bay 
NWR, including Atlantic croaker, spot, 
menhaden, spotted sea trout, flounder, 
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red drum, oysters, and several species of 
shrimp. 

Grand Bay NWR provides a wide 
variety of habitats for migratory species. 
The northern portion of the refuge is 
composed of a palustrine forested 
habitat, with mixed hardwoods and 
slash/loblolly pine as the most prevalent 
species types. This habitat supports a 
broad variety of neotropical migratory 
birds, as well as several species of 
waterfowl. 

Further south within the refuge, a 
palustrine emergent ecosystem becomes 
more common, with increasing shrubs 
and bottomland hardwood stands. At 
the true coastal interface, the habitat 
transitions into a broad floodplain 
swamp ecosystem. The southernmost 
portions open to marine intertidal, 
estuarine subtidal, and estuarine 
intertidal emergents, and finally to 
palustrine unconsolidated shore. This 
portion supports various species of 
sandpipers, terns, and kites. 

Threatened and endangered species 
that occur or visit the refuge include the 
threatened gopher tortoise and the 
endangered red-cockaded woodpecker. 

Popular recreation uses at Grand Bay 
NWR include hunting, fishing, wildlife 
observation, wildlife photography, and 
boating. Wildlife viewing and 
photography programs, as well as 
environmental education and 
interpretation, are also being developed 
on the refuge, especially in conjunction 
with a visitor center now under 
construction. 

We announce our decision and the 
availability of the Final CCP and FONSI 
for Grand Bay NWR in accordance with 
the National Environmental Policy Act 
(NEPA) (40 CFR 1506.6(b)) 
requirements. We completed a thorough 
analysis of impacts on the human 
environment, which we included in the 
draft comprehensive conservation plan 
and environmental assessment. 

The compatibility determinations for 
(1) Hunting; (2) fishing; (3) wildlife 
observation and photography; and (4) 
environmental education and 
interpretation are also available within 
the final CCP. 

Background 
The National Wildlife Refuge System 

Improvement Act of 1997 (16 U.S.C. 
668dd–668ee) (Improvement Act), 
which amended the National Wildlife 
Refuge System Administration Act of 
1966, requires us to develop a CCP for 
each national wildlife refuge. The 
purpose for developing a CCP is to 
provide refuge managers with a 15-year 
plan for achieving refuge purposes and 
contributing toward the mission of the 
National Wildlife Refuge System, 

consistent with sound principles of fish 
and wildlife management, conservation, 
legal mandates, and our policies. In 
addition to outlining broad management 
direction on conserving wildlife and 
their habitats, CCPs identify wildlife- 
dependent recreational opportunities 
available to the public, including 
opportunities for hunting, fishing, 
wildlife observation, wildlife 
photography, and environmental 
education and interpretation. We will 
review and update the CCP at least 
every15 years in accordance with the 
Improvement Act. 

Comments 
Approximately 100 copies of the Draft 

CCP/EA were made available for a 30- 
day public review period as announced 
in the Federal Register on April 16, 
2008 (73 FR 20704). Only one public 
comment was received. 

Selected Alternative 
We have selected Alternative C for 

implementation as it is judged to be the 
most effective management action for 
meeting the purposes of the refuge. 
Alternative C will optimize habitat 
management and visitor services 
throughout the refuge. Over the life of 
the plan, Grand Bay NWR will support 
the annual population objective of the 
North American Waterfowl Management 
Plan by contributing 20 percent (3,600 
ducks) of a midwinter population of 
approximately 18,000 ducks in the 
Coastal Mississippi Wetlands Initiative 
Area. For all other migratory birds, the 
refuge will provide habitats sufficient to 
meet population goals of regional and 
national bird conservation plans. 

The refuge will create and enhance 
favorable conditions for gopher tortoises 
(200 acres) and for the possible 
reintroduction of 12–15 Mississippi 
sandhill cranes (5–7 nesting pairs) and 
the gopher frog (creating two ponds). 
Grand Bay NWR will also develop and 
maintain inventories for small 
mammals, butterflies, reptiles, 
amphibians, and possibly other taxa. 

The refuge will restore 2,500 acres of 
wet pine savanna habitat, supporting 
primarily grassy-herbaceous dominated 
conditions to benefit grassland birds. 
Grand Bay NWR will also aim to restore 
forest structure to promote super- 
emergent trees, cavities, and understory 
structure on approximately 2,000 acres 
to benefit migratory land birds. The 
refuge will utilize prescribed fire to 
manage habitat and reduce hazardous 
fuels on approximately 5,000 acres, with 
goals to set prescribed fires on a 2–3 
year rotation with 50 percent of burns 
occurring during the growing season, 
and to suppress wildfires. 

In partnership with Grand Bay 
National Estuarine Research Reserve 
(NERR), the refuge will annually control 
50 acres of cogongrass and Chinese 
tallow, while controlling other invasive 
flora opportunistically. 

Under Alternative C, Grand Bay NWR 
will aim to acquire 100 percent of all 
lands within the approved acquisition 
boundary within 15 years of CCP 
approval. The refuge will develop and 
begin to implement a Cultural Resources 
Management Plan that will be used to 
provide overall management direction 
for cultural resources at Grand Bay 
NWR. In order to protect its resources, 
the refuge will provide two full-time 
law enforcement officers. 

In partnership with NERR, the refuge 
will operate a new joint research, office, 
education facility/visitor center to 
provide benefits to visitors. The refuge 
will also continue to allow fishing and 
provide hunting for deer, squirrel, and 
waterfowl, consistent with state 
regulations and seasons. With limited 
refuge support, NERR will continue 
environmental education and 
interpretation at current levels, 
including participation in community 
events, on- and off-site environmental 
education, guided tours, and 
interpretive trails. In partnership with 
NERR, Grand Bay NWR will maintain 
current wildlife observation and 
photography programs and facilities. 

In cooperation with NERR, the refuge 
will provide sufficient resources to 
implement a comprehensive refuge 
management program to protect and 
manage the natural and cultural values 
of the refuge’s habitats and fulfill the 
refuge’s purposes and goals. 

Under Alternative C, in terms of 
staffing, Grand Bay NWR will 
supplement the existing staff of two 
with one biologist, one park ranger, one 
biological technician, one equipment 
operator, and one law enforcement 
officer. 

Authority: This notice is published under 
the authority of the National Wildlife Refuge 
System Improvement Act of 1997, Public 
Law 105–57. 

Dated: September 17, 2008. 

Cynthia K. Dohner, 
Acting Regional Director. 
[FR Doc. E8–27452 Filed 11–18–08; 8:45 am] 

BILLING CODE 4310–55–P 
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DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[FWS–R4–R–2008–N0301; 40135–3210– 
0000–P3] 

Fayetteville/Greenville Expansion 
Project, Texas Gas Transmission, LLC, 
Right-of-Way Permit Application To 
Cross Hillside National Wildlife Refuge, 
Holmes County, MS: Withdrawal 

AGENCY: Fish and Wildlife Service, 
Interior. 

ACTION: Notice of receipt of right-of-way 
permit application; withdrawal. 

SUMMARY: We, the Fish and Wildlife 
Service, published a notice requesting 
public comments on a right-of-way 
(ROW) permit application we received 
from Texas Gas Transmission, LLC 
(Texas Gas), to install a natural gas 
pipeline under lands within Hillside 
National Wildlife Refuge (NWR) in 
Holmes County, MS. The company 
chose an alternate route that bypasses 
Hillside NWR and no longer seeks a 
ROW permit from us, and has 
withdrawn its application. Therefore, 
we are not seeking comments on the 
application. 

FOR FURTHER INFORMATION CONTACT: Ken 
Clough, Fish and Wildlife Service, 6578 
Dogwood View Parkway, Jackson, MS 
39213; by facsimile to (601) 965–4010; 
or by e-mail to ken_clough@fws.gov. 

SUPPLEMENTARY INFORMATION: On 
November 3, 2008, we published a 
Federal Register notice (73 FR 65391) 
announcing the availability of an 
application for a ROW permit by Texas 
Gas to install a natural gas pipeline 
under lands within Hillside NWR. The 
application was made available for a 30- 
day review and comment period. 
Because Texas Gas has abandoned the 
route that would have crossed the refuge 
in favor of an alternate route which 
bypasses the refuge, the review and 
comment period has been cancelled. 

Authority: We publish this notice under 30 
U.S.C. 185 (k). 

Dated: November 10, 2008. 

Cynthia K. Dohner, 
Acting Regional Director. 
[FR Doc. E8–27449 Filed 11–18–08; 8:45 am] 

BILLING CODE 4310–55–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[CO–100–1610–DP] 

Notice of Correction to Notice of 
Availability of the Additional Air 
Quality Impact Assessment To Support 
the Little Snake Draft Resource 
Management Plan and Environmental 
Impact Statement (RMP/EIS), Moffat 
and Routt Counties, CO 

AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Notice of correction. 

SUMMARY: The Bureau of Land 
Management (BLM) published a Notice 
of Availability in the Federal Register 
[73 FR 60321] on October 10, 2008, that 
had incorrect information in the DATES 
section. The October 10, 2008, Notice of 
Availability incorrectly indicated that 
the BLM would receive written 
comments on the Additional Air Quality 
Impact Assessment within 45 days 
following the date the Environmental 
Protection Agency (EPA) published 
their Notice of Availability in the 
Federal Register. The EPA was not 
required, nor did it intend to publish 
such a notice of availability. Therefore, 
the BLM is publishing this notice of 
correction to clarify that the BLM will 
receive written comments on the 
Additional Air Quality Impact 
Assessment within 45 days following 
the date that this notice of correction 
publishes in the Federal Register. 

DATES: To assure that they will be 
considered, the BLM must receive 
written comments on the Air Quality 
Impact Assessment by January 5, 2009. 
Additional announcements are being 
made through local media news releases 
and information will be posted on the 
Little Snake Resource Management Plan 
Web site: http://www.co.blm.gov/lsra/ 
rmp. 

FOR FURTHER INFORMATION CONTACT: 
Jeremy Casterson, Planning and 
Environmental Coordinator, BLM— 
Little Snake Field Office, 455 Emerson 
St., Craig, CO 81625. Phone: (970) 826– 
5071. E-mail: 
Jeremy_Casterson@blm.gov. 

Lynn E. Rust, 
Acting State Director, Colorado. 
[FR Doc. E8–27445 Filed 11–18–08; 8:45 am] 

BILLING CODE 4310–$$–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[NV–010–07–1990–EX; N–78123] 

Notice of Availability of a Draft 
Environmental Impact Statement for 
the Newmont Mining Corporation 
Proposed Emigrant Project Plan of 
Operations, NV 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of availability (NOA). 

SUMMARY: In accordance with section 
102(2)(c) of the National Environmental 
Policy Act of 1969 and 43 CFR Part 
3809, the Bureau of Land Management 
(BLM) Elko Field Office has prepared 
with the assistance of a third party 
contractor, a Draft Environmental 
Impact Statement (DEIS) on Newmont 
Mining Corporation’s proposed 
Emigrant Project Plan of Operations. 
The project area is located in Elko 
County about ten miles south of Carlin, 
Nevada. The DEIS analyzes potential 
environmental impacts that could result 
from the open pit mine project during 
the projected 10-year operating period. 
This is the second DEIS issued for this 
project. The original DEIS was issued 
March 25, 2005. 
DATES: The DEIS is now available for 
comment. Written comments on the 
DEIS will be accepted until January 5, 
2009. 
ADDRESSES: The public may submit 
comments by the following methods: 

Mail: Bureau of Land Management, 
Elko Field Office, Attn: Emigrant Mine 
Project Manager, 3900 East Idaho Street, 
Elko, NV 89801; 

Fax: (775) 753–0255. 
FOR FURTHER INFORMATION CONTACT: Tom 
Schmidt, Project Manager, Elko Field 
Office, 3900 East Idaho Street, Elko, NV 
89801; (775) 753–0200. 
SUPPLEMENTARY INFORMATION: A DEIS for 
this project was originally issued March 
25, 2005. Substantive comments were 
received on that DEIS. This new DEIS, 
which incorporates revisions made in 
response to those comments, is being 
issued to replace the 2005 DEIS. 

Newmont Mining Corporation has 
submitted a Plan of Operations to open 
the Emigrant Mine about ten miles 
south of Carlin, Nevada. Modifications 
to the proposed plan have been made 
based upon new information pertinent 
to the proposed action and its effects. 
The mine and associated facilities 
would be located in portions of Sections 
24, 26, 34, 36 of T. 32 N., R. 53 E.; and 
Sections 1, 2, 3, 11, 12, T. 31 N., R 53 
E. Mt. Diablo Meridian, Nevada. 
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The revised proposal for the Emigrant 
Mine would include developing and 
operating an open pit mine, 
constructing a waste rock disposal 
facility, storing oxide waste in mined 
out areas of the pit, developing an oxide 
heap leach pad, constructing ancillary 
facilities, temporarily rerouting 
intermittent stream and flows in the pit 
area, and concurrent reclamation. 
Proposed mining operations would last 
approximately 10 years through 2017. 
Approximately 1,172 acres of public 
land and 260 acres of private land 
would be disturbed. 

The issues analyzed in the DEIS 
include potential direct, indirect, and 
cumulative impacts to wildlife and 
cultural resources, the potential for 
waste rock, heap leach, and pit walls to 
produce acid rock drainage or heavy 
metals, and diversion of an unnamed 
drainage. In addition, the following 
resources are analyzed: geology and 
minerals, Native American religious 
concerns, air quality, paleontology, 
lands and realty, fisheries and aquatic 
resources, range management, 
vegetation, soils, visual resources, 
recreation and wilderness, weeds, social 
and economic values, environmental 
justice, and threatened, endangered, 
candidate, and sensitive species. 

The DEIS analyzes the proposed 
action and no action alternatives. Other 
alternatives considered and reasons why 
they were eliminated from detailed 
analysis are discussed. Measures to 
avoid or minimize environmental 
impacts and to assure the proposed 
action does not result in undue or 
unnecessary degradation of public lands 
are included. This DEIS can be reviewed 
and/or downloaded from the BLM Elko 
Web page at http://www.blm.gov/nv/st/ 
en/fo/elko_field_office.html. 

The BLM is asking the public to 
comment on the DEIS. Comments, 
including names and street addresses of 
respondents, will be available for public 
review at the above address during 
regular business hours 7:30 a.m. to 4:30 
p.m., Monday through Friday, except 
holidays, and may be published as part 
of the DEIS. Before including your 
address, phone number, e-mail address, 
or other personal identifying 
information in your comment, be 
advised that your entire comment— 
including your personal identifying 
information—may be made publicly 
available at any time. While you can ask 
us in your comment to withhold from 
public review your personal identifying 
information, we cannot guarantee that 
we will be able to do so. 

All submissions from organizations or 
businesses, and from individuals 
identifying themselves as 

representatives or officials of 
organizations or businesses, will be 
available for public inspection in their 
entirety. 

Gene Seidlitz, 
Field Manager. 
[FR Doc. E8–27455 Filed 11–18–08; 8:45 am] 
BILLING CODE 4310–$$–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[ES–930–1310–FI; LAES 51206] 

Notice of Proposed Reinstatement of 
Terminated Oil and Gas Lease, 
Louisiana 

AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Notice of Reinstatement of 
Terminated Oil and Gas Lease. 

SUMMARY: Under the provisions of 
Public Law 97–451, the Bureau of Land 
Management-Eastern States (BLM–ES) 
received a petition for reinstatement of 
oil and gas lease LAES 51206 from 
Rhumba Operating, LLC for lands in 
Caldwell Parish, Louisiana. The petition 
was filed on time and was accompanied 
by all the rentals due since the date the 
lease terminated under the law. 

FOR FURTHER INFORMATION CONTACT: 
Robyn Shoop, Supervisory Land Law 
Examiner, BLM–ES, 7450 Boston 
Boulevard, Springfield, Virginia, at 
(703) 440–1512. 

SUPPLEMENTARY INFORMATION: No valid 
lease has been issued affecting these 
lands. The lessee has agreed to the new 
lease terms for rental and royalties at 
rates of $10.00 per acre or fraction 
thereof, per year, and 162⁄3 percent, 
respectively. The lessee has paid the 
required $500.00 administrative fee and 
$163.00 to reimburse the BLM for the 
cost of publishing this Notice in the 
Federal Register. The lessee has met all 
the requirements for reinstatement as set 
out in Sections 31(d) and (e) of the 
Mineral Leasing Act of 1920 (30 U.S.C. 
188), and the BLM is proposing to 
reinstate the lease effective December 1, 
2006, under the original terms and 
conditions of the lease and the 
increased rental and royalty rates cited 
above. 

Dated: October 22, 2008. 
Steven R. Wells, 
Deputy State Director, Division of Natural 
Resources. 
[FR Doc. E8–27468 Filed 11–18–08; 8:45 am] 
BILLING CODE 4310–$$–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[UT–090–1610–017J] 

Notice of Availability of Record of 
Decision for the Monticello Field Office 
Approved Resource Management Plan 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of availability. 

SUMMARY: The BLM announces the 
availability of the Approved Resource 
Management Plan (RMP)/Record of 
Decision (ROD) for the Monticello Field 
Office located in Utah. The Department 
of the Interior Assistant Secretary for 
Land and Minerals Management signed 
the ROD on November 17, 2008, which 
constitutes the final decision of the 
Department of the Interior and makes 
the Approved RMP effective 
immediately. 

ADDRESSES: Copies of the Approved 
RMP/ROD are available upon request at 
the BLM Monticello Field Office, 365 
North Main, Monticello, UT 84535, or 
via the Internet at http://www.blm.gov/ 
ut/st/en/fo/monticello/planning/html. 
FOR FURTHER INFORMATION CONTACT: 
BLM Monticello Field Office, Nick 
Sandberg, Associate Field Office 
Manager, telephone (435) 587–1500; 
365 N. Main, Monticello, Utah 84535. 
SUPPLEMENTARY INFORMATION: This 
Approved RMP was developed with 
multiple opportunities for public 
participation through a multi-year 
collaborative planning process. The 
BLM sought participation from the 
public, tribes, and local, State, and 
Federal agencies in the development of 
this RMP and will continue to pursue 
partnerships in the management of 
public lands. No inconsistencies with 
State or local plans, policies, or 
programs were identified during the 
Governor’s consistency review of the 
Proposed RMP/Final Environmental 
Impact Statement (EIS). The Approved 
RMP is designed to achieve or maintain 
desired future conditions identified 
through the planning process. 

The Monticello Field Office Approved 
RMP/ROD addresses management of 
approximately 1.8 million acres of BLM- 
administered surface lands and 2.5 
million acres of federally owned 
mineral estate in San Juan County and 
a small portion of Grand County, Utah. 
The planning effort addressed a variety 
of management issues, including: 
Cultural resources; recreation and off- 
highway vehicle management; visual 
resources; woodlands products; special 
designations, including Areas of Critical 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00078 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69677 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

Environmental Concern (ACEC) and 
suitability recommendations for wild 
and scenic rivers; range management 
and livestock grazing; lands with 
wilderness characteristics; oil, gas and 
mining; and special status species, 
among others. The Monticello Approved 
RMP/ROD is nearly the same as 
Alternative C in the Monticello 
Proposed RMP/Final EIS, published in 
September 2008, and carries forward the 
designation decision for seven ACECs, 
as described in the Proposed RMP/Final 
EIS. 

The BLM Director’s Office has 
dismissed or resolved each of the 20 
protests received, thus allowing for 
immediate implementation of the 
Approved RMP. This ROD serves as the 
final decision by the Department of the 
Interior for the land use plan and 
implementation level decisions in the 
Approved RMP. 

Jeff Rawson, 
Acting State Director. 
[FR Doc. E8–27460 Filed 11–18–08; 8:45 am] 
BILLING CODE 4310–DQ–P 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Cape Cod National Seashore, South 
Wellfleet, MA; Cape Cod National 
Seashore Advisory Commission; Two 
Hundred Sixty-Seventh Notice of 
Meeting 

Notice is hereby given in accordance 
with the Federal Advisory Committee 
Act (Pub. L. 92–463, 86 Stat. 770, 5 
U.S.C. App 1, Section 10), that a 
meeting of the Cape Cod National 
Seashore Advisory Commission will be 
held on December 1, 2008. 

The Commission was reestablished 
pursuant to Public Law 87–126 as 
amended by Public Law 105–280. The 
purpose of the Commission is to consult 
with the Secretary of the Interior, or her 
designee, with respect to matters 
relating to the development of Cape Cod 
National Seashore, and with respect to 
carrying out the provisions of sections 4 
and 5 of the Act establishing the 
Seashore. 

The Commission members will meet 
at 1 p.m. in the meeting room at 
Headquarters, Marconi Station, 
Wellfleet, Massachusetts for the regular 
business meeting to discuss the 
following: 

1. Adoption of Agenda. 
2. Approval of Minutes of Previous 

Meeting (September 22, 2008). 
3. Reports of Officers. 
4. Reports of Subcommittees. 
5. Superintendent’s Report: 

Update on Dune Shacks. 
Improved Properties/Town Bylaws. 
Wind Turbines/Cell Towers. 
Highlands Center Update. 
Alternate Transportation funding. 
Centennial Challenge. 
6. Old Business. 
7. New Business: 
Role of the Advisory Commission in 

advising the Superintendent on zoning 
issues. 

Bike Trail Planning. 
8. Date and agenda for next meeting. 
9. Public comment. 
10. Adjournment. 
The meeting is open to the public. It 

is expected that 15 persons will be able 
to attend the meeting in addition to 
Commission members. 

Interested persons may make oral/ 
written presentations to the Commission 
during the business meeting or file 
written statements. Such requests 
should be made to the park 
superintendent at least seven days prior 
to the meeting. Further information 
concerning the meeting may be obtained 
from the Superintendent, Cape Cod 
National Seashore, 99 Marconi Site 
Road, Wellfleet, MA 02667. 

Dated: October 23, 2008. 
George E. Price, Jr., 
Superintendent. 
[FR Doc. E8–27456 Filed 11–18–08; 8:45 am] 
BILLING CODE 4310–70–P 

DEPARTMENT OF THE INTERIOR 

National Park Service 

National Register of Historic Places; 
Notification of Pending Nominations 
and Related Actions 

Nominations for the following 
properties being considered for listing 
or related actions in the National 
Register were received by the National 
Park Service before November 1, 2008. 

Pursuant to section 60.13 of 36 CFR 
part 60 written comments concerning 
the significance of these properties 
under the National Register criteria for 
evaluation may be forwarded by United 
States Postal Service, to the National 
Register of Historic Places, National 
Park Service, 1849 C St., NW., 2280, 
Washington, DC 20240; by all other 
carriers, National Register of Historic 
Places, National Park Service, 1201 Eye 
St., NW., 8th floor, Washington, DC 
20005; or by fax, 202–371–6447. Written 

or faxed comments should be submitted 
by December 4, 2008. 

J. Paul Loether, 
Chief, National Register of Historic Places/ 
National Historic Landmarks Program. 

CALIFORNIA 

San Diego County 

Torrey Pines Gilderport (Boundary Increase), 
2800 Torrey Pines Scenic Dr., La Jolla, 
08001160 

FLORIDA 

Escambia County 

Sacred Heart Catholic Church, 716 N. 9th 
Ave., Pensacola, 08001161 

ILLINOIS 

Cook County 

Chicago Federal Center, Entire block 
bounded by Dearborn, Jackson, Clark and 
Adams and the contiguous half-block E. of 
Dearborn, Chicago, 08001165 

Hohf, Dr. Robert, House, 303 Sheridan Rd., 
Kenilworth, 08001166 

O’Grady, Mr. J. William de Coursey, House, 
149 Kenilworth Ave., Kenilworth, 
08001167 

South Shore Bungalow Historic District, 
(Chicago Bungalows MPS) Bounded 
roughly by S. Crandon Ave. on the E., E. 
78th St. on the S., S. Clyde Ave. on the W., 
E. 75th St. on the N., Chicago, 08001168 

Talman West Ridge Bungalow Historic 
District, (Chicago Bungalows MPS) 
bounded roughly by N. Campbell Ave., W. 
Devon Ave., N. Fairfield Ave., and W. Pratt 
Ave., Chicago, 08001169 

Henry County 

Rehnstrom, August and Margaretha, House, 
418 Locust St., Andover, 08001170 

Marion County 

Centralia Elk’s Lodge, The, 328 E. Broadway, 
Centralia, 08001171 

IOWA 

Black Hawk County 

Rath Packing Company Administration 
Building, 1515 E. Sycamore St., 208–212 
Elm St., Waterloo, 08001162 

Mahaska County 

Ulysses Simpson Grant Elementary School, 
715 B Ave. E., Oskaloosa, 08001163 

Poweshiek County 

North Grinnell Historic District, Park to W., 
6th Ave. to 11th Ave., Grinnell, 08001164 

KANSAS 

Brown County 

Graham, Steward, House, 115 Miami St., 
Hiawatha, 08001172 

Franklin County 

Hanway, Judge James, House, 658 Virginia 
Rd., Lane, 08001173 
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MARYLAND 

Carroll County 

Cold Saturday, 3251 Gamber Rd., Finksburg, 
08001174 

Harford County 

MARTHA LEWIS (skipjack), (Chesapeake 
Bay Skipjack Fleet TR) Millard Tydings 
Memorial Park, Commerce St. at S. 
Strawberry La., Havre de Grace, 08001175 

MASSACHUSETTS 

Hampden County 

Sanford Whip Factory, 330 Elm St., 
Hampden, 08001176 

Hampshire County 

Chesterfield Center Historic District, Main 
Rd., S. St., N. St., Bagg Rd., Bryant St., 
Chesterfield, 08001177 

Middlesex County 

Myrtle Baptist Church Neighborhood Historic 
District, (Newton MRA (AD)) Roughly 
Curve St. and Prospect St., Newtown, 
08001178 

MISSOURI 

St. Louis Independent city 

Berry, Chuck, House, 3137 Whittier St., St. 
Louis, 08001179 

NEBRASKA 

Lancaster County 

Boulevards Historic District, Roughly 
bounded by S. St., Calvert and High Sts., 
S. 22nd and S. 24th Sts., Rock Island Trail, 
Sheridan Blvd., Lincoln, 08001180 

NEW MEXICO 

Santa Fe County 

Santa Fe River Park Channel, (New Deal in 
New Mexico MPS) Santa Fe River Park, 
Santa Fe, 08001181 

OREGON 

Multnomah County 

Bohnsen Cottages, 1918–1926 SW. Elm St. 
and 2412–2416 SW. Vista Ave., Portland, 
08001182 

RHODE ISLAND 

Providence County 

Manville Company Worker Housing Historic 
District, Bounded by Chestnut St., Angle 
St., Railroad St., Winter St., Fall St., Spring 
St., Park Way, Almeida Dr., Main St., 
Lincoln, 08001183 

WASHINGTON 

Clark County 

Amboy United Brethren Church, 21416 NE 
399th St., Amboy, 08001184 

Island County 

Site 45–IS–2, Address Restricted, Camano 
Island, 08001185 

King County 

Preston Community Clubhouse, 8625 310th 
Ave. SE, Preston, 08001186 

WISCONSIN 

Dane County 

Kemp, John and Margarethe, Cabin, 6950 WI 
Hwy. 78, Mazomanie, 08001187 

[FR Doc. E8–27394 Filed 11–18–08; 8:45 am] 

BILLING CODE 4310–70–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging Proposed Consent 
Decree 

In accordance with Departmental 
Policy, 28 CFR 50.7, notice is hereby 
given that a proposed Consent Decree in 
United States v. Apex Energy, Inc. et al., 
Civil No. 7:08-cv-00213, was lodged 
with the United States District Court for 
the Eastern District of Kentucky on 
November 13, 2008. 

This proposed Consent Decree 
concerns a complaint filed by the 
United States against Apex Energy, 
Cambrian Coal Corporation, and 
Marshall Resources, Inc., pursuant to 
section 301(a) of the Clean Water Act, 
33 U.S.C. 1311(a), to obtain injunctive 
relief and impose civil penalties against 
the Defendants for violating the Clean 
Water Act by discharging fill material 
without a permit into waters of the 
United States. The proposed Consent 
Decree resolves these allegations by 
requiring the Defendants to pay a civil 
penalty. In addition, Defendants have 
agreed to make a payment to the 
Kentucky Department of Fish and 
Wildlife Resources’ Stream and 
Wetlands Mitigation Program which 
would be used for stream restoration 
and enhancement projects on private 
lands in Kentucky. The Department of 
Justice will accept written comments 
relating to this proposed Consent Decree 
for thirty (30) days from the date of 
publication of this Notice. Please 
address comments to Paul Cirino, U.S. 
Department of Justice, Environment & 
Natural Resources Division, 
Environmental Defense Section, P.O. 
Box 23986, Washington, DC 20026–3986 
and refer to United States v. Apex 
Energy, Inc. et al., DJ #90–5–1–1–17714. 

The proposed Consent Decree may be 
examined at the Clerk’s Office, United 
States District Court for the Eastern 
District of Kentucky, 260 West Vine 
Street, Suite 300, Lexington, Kentucky 
40507–1671. In addition, the proposed 
Consent Decree may be viewed at 

http://www.usdoj.gov/enrd/ 
Consent_Decrees.html. 

Stephen Samuels, 
Assistant Chief, Environmental Defense 
Section, Environment & Natural Resources 
Division. 
[FR Doc. E8–27444 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–CW–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under Comprehensive Environmental 
Response, Compensation and Liability 
Act 

Under 28 CFR 50.7, notice is hereby 
given that on November 13, 2008, a 
proposed consent decree was lodged in 
United States v. The Berkshire Gas 
Company, No. 8–CV–30218, with the 
United States District Court for the 
District of Massachusetts. 

The proposed Consent Decree 
resolves claims of the United States, on 
behalf of the Environmental Protection 
Agency (‘‘EPA’’), under the 
Comprehensive Environmental 
Response, Compensation, and Liability 
Act (‘‘CERCLA’’), 42 U.S.C. 9601 et seq., 
in connection with a stretch of the 
Housatonic River known as the 11⁄2 Mile 
Reach in Pittsfield, Massachusetts 
(‘‘Site’’) against The Berkshire Gas 
Company (‘‘Berkshire Gas’’). 

The proposed Consent Decree 
resolves the government’s claims as 
alleged in the complaint against 
Berkshire Gas in exchange for payment 
of $2,699,199 to the United States. The 
proposed Consent Decree also resolves 
the claims of General Electric Company 
(‘‘GE’’) against Berkshire Gas for certain 
costs GE incurred at the 1 1⁄2 Mile 
Reach. As set forth in a related 
settlement in United States v. General 
Electric Company, No. 99–CV–30225, 
the United States and GE agreed to share 
the cost of cleaning up the 1 1⁄2 Mile 
Reach. Pursuant to the proposed 
Consent Decree, Berkshire Gas will 
reimburse GE and the United States for 
their respective shares of the cost of 
addressing coal tar contamination in the 
1 1⁄2 Mile Reach. 

The proposed Consent Decree 
provides that Berkshire Gas is entitled 
to contribution protection as provided 
by Section 113(f)(2) of CERCLA, 42 
U.S.C. 9613(f)(2) for matters addressed 
by the Consent Decree. 

The Department of Justice will receive 
for a period of 30 days from the date of 
this publication comments relating to 
the proposed Consent Decree. 
Comments should be addressed to the 
Assistant Attorney General of the 
Environment and Natural Resources 
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Division, Department of Justice, 
Washington, DC 20530, and either e- 
mailed to pubcomment- 
ees.enrd@usdoj.gov or mailed to P.O. 
Box 7611, U.S. Department of Justice, 
Washington, DC 20044–7611, and 
should refer to United States v. The 
Berkshire Gas Company, (D. MA.), Civ. 
No. 8–CV–30218, D.J. No. 90–11–3– 
09166. Commenters may request an 
opportunity for a public meeting in the 
affected area, in accordance with 
Section 7003(d) of RCRA, 42 U.S.C. 
6973(d). 

The proposed Consent Decree may be 
examined at the Office of the United 
States Attorney, District of 
Massachusetts, Federal Building and 
Courthouse, 1550 Main St., Room #310, 
Springfield, MA 01103. During the 
public comment period, the proposed 
Consent Decree may also be examined 
on the following Department of Justice 
Web site, http://www.usdoj.gov/enrd/ 
Consent_Decrees.html. Copies of the 
proposed Consent Decree may be 
obtained by mail from the Consent 
Decree Library, P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611 or by faxing or e-mailing a 
request to Tonia Fleetwood 
(tonia.fleetwood@usdoj.gov), fax no. 
(202) 514–0097, phone confirmation 
number (202) 514–1547. In requesting a 
copy of the proposed Consent Decree, 
please enclose a check in the amount of 
$5.50 (25 cent per page reproduction 
cost), payable to the U.S. Treasury. 

Maureen Katz, 
Assistant Section Chief, Environmental 
Enforcement Section, Environment and 
Natural Resources Division. 
[FR Doc. E8–27352 Filed 11–18–08; 8:45 am] 
BILLING CODE 4410–15–P 

DEPARTMENT OF LABOR 

[SGA/DFA–PY–08–02] 

Employment & Training Administration 

Solicitation for Grant Applications 
(SGA) Community-Based Job Training 
Grants 

AGENCY: Employment and Training 
Administration (ETA, Labor). 
ACTION: Notice: Amendment to SGA/ 
DFA–PY–08–02. 

SUMMARY: The Employment and 
Training Administration published a 
document in the Federal Register on 
October 10, 2008, announcing the 
availability of funds and solicitation for 
grant applications (SGA) for 
Community-Based Job Training Grants 
to be awarded through a competitive 

process. This notice is the second 
amendment to the SGA and extends the 
receipt for proposal due date from 
November 24, 2008 to December 3, 
2008, as well as updates and clarifies 
items related to: (1) Evaluation of the 
grants (Section III. C. 8. Section IV and 
Attachment A); (2) accessibility to a 
performance tracking system (Section V. 
A. 5.); and (3) bonus points (Section V. 
A. 7.). 

Supplemental Information Correction 

1. Key Dates: The closing date for 
receipt of applications under this 
announcement has been extended from 
a closing date of November 24, 2008 to 
a new closing date of December 3, 2008, 
4 p.m. Eastern Time. 

2. Section III. C. 8., ‘‘CBJTGs 
Evaluation,’’ is revised as follows (page 
60348–60349): 

‘‘ETA is interested in determining if 
training provided through the CBJTGs 
impacts students’ future labor force 
outcomes. To that end, ETA expects to 
select grantees awarded funds through 
this SGA to participate in an evaluation. 
Therefore, to receive funds under this 
solicitation, sites must include in their 
application a statement that, if selected 
as a grantee they agree to participate in 
an evaluation. In addition, sites must be 
willing to share with the evaluation 
contractor individual information on 
demographics, participant 
characteristics, services received and 
outcomes, and must be willing to 
provide access to program operating 
personnel and participants, including 
after the expiration date of the grant. 

‘‘ETA will select an independent 
contractor to design and conduct the 
evaluation. ETA will consider a variety 
of options for the design of the 
evaluation, including the feasibility of 
conducting a random assignment 
evaluation. In a random assignment 
evaluation, eligible applicants to the 
program would be randomly selected to 
be offered training under the CBJTG. 
Impacts would then be measured by 
comparing the outcomes of those offered 
training to outcomes of those not offered 
training. This is generally agreed to be 
the most rigorous method of measuring 
impacts.’’ 

3. Section IV. B. ‘‘Content and Form 
of Application Submission,’’ is revised 
as follows (page 60350, bullet point 
regarding attachment A): 

‘‘A statement that the applicant is 
willing to implement and participate in 
an evaluation, which may include 
methodology to evaluate impact of the 
program.’’ 

4. Section V. A. 5. ‘‘Program 
Management and Organization 

Capacity,’’ is revised as follows (page 
60354, last bullet point): 

‘‘The applicant organization 
demonstrates significant capacity to 
accomplish the goals and outcomes of 
the project, including the ability to 
collect, manage, and report data in a 
way that allows consistent, accurate, 
and expedient reporting. Applicants 
should be aware that ETA provides 
access to a software system to help 
grantees collect and report the 
performance data that is required by 
these grants. This system allows 
grantees to track information on 
individual participants and their 
progress through training, and facilitates 
grantees’ submission of performance 
data as required by the grant. 
Applicants’ response to this section of 
the evaluation criteria could reference 
the use of this software system.’’ 

5. Section V. A. 7. ‘‘Collaboration with 
Faith-Based and Community 
Organizations,’’ is revised as follows 
(page 60354): 

‘‘ETA will award five bonus points to 
applicants that demonstrate, with 
evidence, collaboration with faith or 
community-based organizations (or 
both) to serve populations with barriers 
to employment as part of their regional 
training efforts. To receive these five 
bonus points, applicants must provide a 
detailed description of this 
collaboration, including: (1) Clear 
identification of the specific faith or 
community-based organizations (or 
both) that will be involved in the 
collaboration; (2) a concise, detailed 
description of the specific role that 
these organizations will play in the 
project; (3) any projected outcomes 
associated with the organizations role in 
the project, and (4) letters of 
commitment from each of these 
organizations stating their support for 
the project and outlining their specific 
role in the project.’’ 

6. Section VII. ‘‘Agency Contacts,’’ is 
revised as follows (page 60355): 

‘‘For further information regarding 
this SGA, please contact Melissa 
Abdullah, Grants Management 
Specialist, Division of Federal 
Assistance, at (202) 693–3346 (please 
note this is not a toll-free number).’’ 

7. Attachment A, ‘‘Memorandum of 
Agreement,’’ is revised as follows: 

‘‘In applying for these funds, the 
organization represented by the 
undersigned (the ‘‘applicant’’) agrees to 
participate in an evaluation designed 
and conducted by an independent 
contractor selected by ETA. This 
agreement is intended to serve as 
evidence of the applicant’s commitment 
to support and participate in the 
evaluation. If selected for the 
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evaluation, the applicant agrees to 
adhere to the evaluation design 
developed by the evaluation team. 
Additionally, the applicant agrees to 
provide all data requested by the 
evaluation contractor, subject to 
applicable confidentiality and privacy 
statutes.’’ 

8. Answers to Frequently Asked 
Questions for this SGA which include 
questions raised during the virtual 
prospective applicant conference are 
posted on ETA’s Web site at: http:// 
www.doleta.gov/business/Community- 
BasedJobTrainingGrants.cfm and http:// 
www.workforce3one.org. 
FOR FURTHER INFORMATION CONTACT: 
Chari Magruder, Grant Officer, Division 
of Federal Assistance, at (202) 693– 
3313. 

DATES: Effective Date: This notice is 
effective November 18, 2008. 

Signed at Washington, DC this 13th day of 
November, 2008. 
Chari A. Magruder, 
Grant Officer. 
[FR Doc. E8–27354 Filed 11–18–08; 8:45 am] 
BILLING CODE 4510–30–P 

DEPARTMENT OF LABOR 

Mine Safety and Health Administration 

Petitions for Modification 

AGENCY: Mine Safety and Health 
Administration, Labor. 
ACTION: Notice of petitions for 
modification of existing mandatory 
safety standards. 

SUMMARY: Section 101(c) of the Federal 
Mine Safety and Health Act of 1977 and 
30 CFR Part 44 govern the application, 
processing, and disposition of petitions 
for modification. This notice is a 
summary of petitions for modification 
filed by the parties listed below to 
modify the application of existing 
mandatory safety standards published 
in Title 30 of the Code of Federal 
Regulations. 

DATES: All comments on the petitions 
must be received by the Office of 
Standards, Regulations, and Variances 
on or before December 19, 2008. 
ADDRESSES: You may submit your 
comments, identified by ‘‘docket 
number’’ on the subject line, by any of 
the following methods: 

1. Electronic Mail: Standards- 
Petitions@dol.gov. 

2. Facsimile: 1–202–693–9441. 
3. Regular Mail: MSHA, Office of 

Standards, Regulations, and Variances, 
1100 Wilson Boulevard, Room 2350, 
Arlington, Virginia 22209, Attention: 

Patricia W. Silvey, Director, Office of 
Standards, Regulations, and Variances. 

4. Hand-Delivery or Courier: MSHA, 
Office of Standards, Regulations, and 
Variances, 1100 Wilson Boulevard, 
Room 2350, Arlington, Virginia 22209, 
Attention: Patricia W. Silvey, Director, 
Office of Standards, Regulations, and 
Variances. 

MSHA will consider only comments 
postmarked by the U.S. Postal Service or 
proof of delivery from another delivery 
service such as UPS or Federal Express 
on or before the deadline for comments. 
Individuals who submit comments by 
hand-delivery are required to check in 
at the receptionist desk on the 21st 
floor. 

Individuals may inspect copies of the 
petitions and comments during normal 
business hours at the address listed 
above. 

FOR FURTHER INFORMATION CONTACT: 
Barbara Barron, Office of Standards, 
Regulations, and Variances at 202–693– 
9447 (Voice), barron.barbara@dol.gov 
(E-mail), or 202–693–9441 (Telefax). 
[These are not toll-free numbers.] 
SUPPLEMENTARY INFORMATION: 

I. Background 

Section 101(c) of the Federal Mine 
Safety and Health Act of 1977 (Mine 
Act) allows the mine operator or 
representative of miners to file a 
petition to modify the application of any 
mandatory safety standard to a coal or 
other mine if the Secretary determines 
that: (1) An alternative method of 
achieving the result of such standard 
exists which will at all times guarantee 
no less than the same measure of 
protection afforded the miners of such 
mine by such standard; or (2) that the 
application of such standard to such 
mine will result in a diminution of 
safety to the miners in such mine. In 
addition, the regulations at 30 CFR 
44.10 and 44.11 establish the 
requirements and procedures for filing 
petitions for modifications. 

II. Petitions for Modification 

Docket Number: M–2008–047–C. 
Petitioner: Knight Hawk Coal, LLC, 

7290 County Line Road, Cutler, Illinois 
62238. 

Mine: Prairie Eagle Underground 
Mine, MSHA I.D. No. 11–03147, located 
in Perry County, Illinois. 

Regulation Affected: 30 CFR 75.1101– 
1(b) (Deluge-type water spray systems). 

Modification Request: The petitioner 
requests a modification of the existing 
standard which requires that nozzles 
attached to the branch lines be full cone, 
corrosion resistant and provided with 
blow-off dust covers. The petitioner 

proposes an alternative method for 
deluge-type water spray systems 
installed at belt conveyor drives 
conditioned upon compliance with the 
following terms and guidelines: (1) A 
person trained in the testing procedures 
specific to the deluge-type water spray 
fire suppression systems utilized at each 
belt drive will once weekly: (a) Conduct 
a visual examination of each of the 
deluge-type water spray fire suppression 
systems; (b) conduct a functional test of 
the deluge-type water spray fire 
suppression systems and observe its 
performance; and (c) record the results 
of the examination and functional test 
in a book maintained on the surface for 
that purpose. The petitioner states that: 
(1) Any malfunction or clogged nozzle 
detected as a result of the weekly 
examination or functional test will be 
corrected; (2) within sixty days after the 
Proposed Decision and Order becomes 
final, proposed revisions for part 48 
training plans will be submitted to the 
District Manager for the area in which 
the mine is located. The provisions will 
specify the procedure used to conduct 
the weekly functional test, and initial 
and refresher training regarding the 
conditions specified by the Proposed 
Decision and Order. The petitioner 
asserts that the proposed alternative 
method will at all times guarantee no 
less than the same measure of protection 
to all miners as would be provided by 
the existing standard. 

Docket Number: M–2008–048–C. 
Petitioner: Mountain Edge Mining, 

Inc., P.O. Box 2226, Beckley, West 
Virginia 25802–2226. 

Mine: Coalburg No. 1 Mine, MSHA 
I.D. No. 46–09082, located in Boone 
County, West Virginia. 

Regulation Affected: 30 CFR 75.1002 
(Installation of electric equipment and 
conductors; permissibility). 

Modification Request: The petitioner 
requests a modification of the existing 
standard to permit the use of high- 
voltage (2,400-volt) continuous mining 
machines and associated cables. The 
petitioner states that: (1) The portable 
transformer that supplies power to the 
995-volt tramming motors, essential 
hydraulic pump motors, and control 
circuitry on the continuous miner when 
the miner is trammed into, out of, or 
around the mine, will not be used to 
back-feed the 2,400-volt circuits on the 
continuous miner. The portable 
transformer used to power the 
continuous miner for tramming will not 
be moved when energized; (2) the 
nominal voltage of power circuits will 
not exceed 2,400 volts; (3) the nominal 
voltage of control circuits will not 
exceed 120 volts; (4) the ground-fault 
current will be limited by a neutral 
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grounding resistor to not more than 0.5 
ampere and if problems are detected, 
the neutral grounding resistor may be 
adjusted to limit the ground-fault 
current to not more than 1.0 ampere; (5) 
the 1.0 ampere setting cannot be 
implemented until MSHA inspects the 
neutral grounding resistor and 
determines that the neutral grounding 
resistor and all ground-fault relays are 
properly adjusted to protect the high- 
voltage trailing cable; (6) current 
transformers used for the ground-fault 
protection will be the single-window 
type and will be installed to encircle all 
three-phase conductors; (7) high-voltage 
circuits will be protected against short- 
circuits, overloads, ground faults and 
under-voltage by a circuit-interrupting 
device of adequate interrupting 
capacity; and (8) within sixty days after 
the Proposed Decision and Order 
becomes final, proposed revisions for 
part 48 training plans will be submitted 
to the District Manager for the area in 
which the mine is located. These 
proposed revisions will include, but are 
not limited to, task training, hazard 
training, specialized training for 
qualified persons, and annual refresher 
training. The petitioner has listed 
additional procedures in this petition 
that will be used when the proposed 
alternative method is implemented. 
Persons may review a complete 
description of the procedures and 
training requirements at the MSHA 
address listed in this notice. The 
petitioner asserts that the proposed 
alternative method will at all times 
guarantee no less than the same measure 
of protection afforded the miners as the 
existing standard. 

Docket Number: M–2008–003–M. 
Petitioner: Zeigler Chemical & Mineral 

Corp., 366 North Broadway, Suite 210, 
Jericho, New York. 

Mine: Little Bonanza Mines and Mills, 
MSHA I.D. No. 42–00876, Harrison 
Mine, MSHA I.D. No. 42–02484, and the 
Neal #4 Mine, MSHA I.D. No. 42–02317, 
all located in Uintah County, Utah. 

Regulation Affected: 30 CFR 49.2(b) 
(Availability of mine rescue teams). 

Modification Request: The petitioner 
requests a modification of the existing 
standard for its gilsonite mines to 
permit the use of two mine rescue teams 
with three members and one alternate 
for each team. The petitioner states that: 
(1) The underground mine is a small 
mine and there is hardly enough 
physical room to accommodate more 
than three or four miners in the working 
places; (2) an attempt to utilize five or 
more rescue team members in the 
mine’s confined working places would 
result in a diminution of safety to both 
the miners at the mine and members of 

the rescue team; (3) no electric power is 
used in the mines other than battery 
operated hard hat lights; and (4) all 
work below ground is done by hand 
using compressed air which is fed from 
above ground. The petitioner asserts 
that a decision in their favor will in no 
way provide less than the same measure 
of protection afforded the miners under 
the existing standard. 

Dated: November 13, 2008. 
Patricia W. Silvey, 
Director, Office of Standards, Regulations, 
and Variances. 
[FR Doc. E8–27406 Filed 11–18–08; 8:45 am] 
BILLING CODE 4510–43–P 

NUCLEAR REGULATORY 
COMMISSION 

Advisory Committee on Reactor 
Safeguards 

In accordance with the purposes of 
Sections 29 and 182b of the Atomic 
Energy Act (42 U.S.C. 2039, 2232b), the 
Advisory Committee on Reactor 
Safeguards (ACRS) will hold a meeting 
on December 4–6, 2008, 11545 Rockville 
Pike, Rockville, Maryland. The date of 
this meeting was previously published 
in the Federal Register on Monday, 
October 22, 2007, (72 FR 59574). 

Thursday, December 4, 2008, 
Conference Room T–2B3, Two White 
Flint North, Rockville, Maryland 

8:30 a.m.–8:35 a.m.: Opening 
Remarks by the ACRS Chairman 
(Open)—The ACRS Chairman will make 
opening remarks regarding the conduct 
of the meeting. 

8:35 a.m.–10 a.m.: Chapters 7 and 14 
of the SER Associated with the 
Economic Simplified Boiling Water 
Reactor (ESBWR) Design Certification 
Application (Open/Closed)—The 
Committee will hear a briefing by and 
hold discussions with representatives of 
the NRC staff and General Electric— 
Hitachi Nuclear Energy (GEH) regarding 
Chapters 7 and 14, of the NRC staff’s 
SER With Open Items associated with 
the ESBWR design certification 
application. 

[Note: A portion of this session may be 
closed to protect information that is 
proprietary to GEH or its contractors 
pursuant to 5 U.S.C. 552b(c)(4)] 

10:15 a.m.–12 p.m.: Early Site Permit 
Application and the Final SER for the 
Vogtle Nuclear Plant (Open)—The 
Committee will hear a briefing by and 
hold discussions with representatives of 
the NRC staff and Southern Nuclear 
Operating Company (SNC) regarding the 
Early site permit application and the 

NRC staff’s final SER for the Vogtle 
Nuclear Plant. 

1 p.m.–2:30 p.m.: Status of Staff 
Activities Associated with Potential 
Revision to 10 CFR 50.46(b) (Open)— 
The Committee will hear a briefing by 
the Subcommittee Chairman and hold 
discussions with representatives of the 
NRC staff regarding the status of staff 
activities associated with potential 
revision to 10 CFR 50.46(b). 

2:45 p.m.–4:15 p.m.: NRC Staff’s 
Initial White Paper on Containment 
Overpressure Credit Issue (Open)—The 
Committee will hear reports by the 
Subcommittee Chairman and hold 
discussions with representatives of the 
NRC staff regarding the initial White 
Paper on the use of containment 
accident pressure in determining the 
available net positive suction head of 
emergency core cooling and 
containment heat removal pumps, and 
related matters. 

4:15 p.m.–7 p.m.: Preparation of 
ACRS Reports (Open)—The Committee 
will discuss proposed ACRS reports on 
matters discussed during this meeting. 

Friday, December 5, 2008, Conference 
Room T–2B3, Two White Flint North, 
Rockville, Maryland 

8:30 a.m.–8:35 a.m.: Opening 
Remarks by the ACRS Chairman 
(Open)—The ACRS Chairman will make 
opening remarks regarding the conduct 
of the meeting. 

8:35 a.m.–10 a.m.: Overview of the 
Human Reliability Analysis (HRA) 
Research Activities (Open)—The 
Committee will hear a briefing by and 
hold discussions with representatives of 
the NRC staff regarding HRA research 
activities. 

10:15 a.m.–12 p.m.: Draft Policy 
Statement on Defense-in-Depth for 
Future Nuclear Reactors (Open)—The 
Committee will hear a briefing by and 
hold discussions with representatives of 
the NRC staff regarding draft Policy 
Statement on Defense-in-Depth for 
Future Nuclear Reactors. 

1:30 p.m.–2:30 p.m.: Future ACRS 
Activities/Report of the Planning and 
Procedures Subcommittee (Open/ 
Closed)—The Committee will discuss of 
the recommendations of the Planning 
and Procedures Subcommittee regarding 
items proposed for consideration by the 
Full Committee during future ACRS 
meetings and other matters related to 
the conduct of the ACRS business. 

[Note: A portion of this meeting may be 
closed pursuant to 5 U.S.C. 552b(c)(2) and (6) 
to discuss organizational and personnel 
matters that relate solely to internal 
personnel rules and practices of ACRS, and 
information the release of which would 
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1 The $295/hour figure for an attorney is from 
SIFMA’s Management & Professional Earnings in 
the Securities Industry 2007, modified by the 
Commission staff to account for an 1800-hour work- 
year and multiplied by 5.35 to account for bonuses, 
firm size, employee benefits and overhead. 

constitute a clearly unwarranted invasion of 
personal privacy] 

2:30 p.m.–2:45 p.m.: Reconciliation of 
ACRS Comments and 
Recommendations (Open)—The 
Committee will discuss the responses 
from the NRC Executive Director for 
Operations to comments and 
recommendations included in recent 
ACRS reports and letters. 

2:45 p.m.–3 p.m.: Election of ACRS 
Officers for CY 2009 (Open)—The 
Committee will discuss the election of 
the Chairman and Vice-Chairman for the 
ACRS and Member-at-Large for the 
Planning and Procedures Subcommittee 
for FY 2009. 

3:15 p.m.–7 p.m.: Preparation of 
ACRS Reports (Open)—The Committee 
will discuss proposed ACRS reports. 

Saturday, December 6, 2008, 
Conference Room T–2B3, Two White 
Flint North, Rockville, Maryland 

8:30 a.m.–12:30 p.m.: Preparation of 
ACRS Reports (Open)—The Committee 
will continue its discussion of proposed 
ACRS reports. 

12:30 p.m.–1 p.m.: Miscellaneous 
(Open)—The Committee will discuss 
matters related to the conduct of 
Committee activities and specific issues 
that were not completed during 
previous meetings, as time and 
availability of information permit. 

Procedures for the conduct of and 
participation in ACRS meetings were 
published in the Federal Register on 
October 6, 2008, (73 FR 58268–58269). 
In accordance with those procedures, 
oral or written views may be presented 
by members of the public, including 
representatives of the nuclear industry. 
Electronic recordings will be permitted 
only during the open portions of the 
meeting. Persons desiring to make oral 
statements should notify the Cognizant 
ACRS staff named below five days 
before the meeting, if possible, so that 
appropriate arrangements can be made 
to allow necessary time during the 
meeting for such statements. Use of still, 
motion picture, and television cameras 
during the meeting may be limited to 
selected portions of the meeting as 
determined by the Chairman. 
Information regarding the time to be set 
aside for this purpose may be obtained 
by contacting the Cognizant ACRS staff 
prior to the meeting. In view of the 
possibility that the schedule for ACRS 
meetings may be adjusted by the 
Chairman as necessary to facilitate the 
conduct of the meeting, persons 
planning to attend should check with 
the Cognizant ACRS staff if such 
rescheduling would result in major 
inconvenience. 

In accordance with Subsection 10(d) 
Public Law 92–463, I have determined 
that it may be necessary to close 
portions of this meeting noted above to 
discuss organizational and personnel 
matters that relate solely to the internal 
personnel rules and practices of the 
ACRS, and information the release of 
which would constitute a clearly 
unwarranted invasion of personal 
privacy pursuant to 5 U.S.C. 552b(c)(2) 
and (6). In addition, it may be necessary 
to close a portion of the meeting to 
protect information designated as 
proprietary by General Electric—Hitachi 
or its contractors pursuant to 5 U.S.C. 
552b(c)(4). 

Further information regarding topics 
to be discussed, whether the meeting 
has been canceled or rescheduled, as 
well as the Chairman’s ruling on 
requests for the opportunity to present 
oral statements and the time allotted 
therefor can be obtained by contacting 
Girija Shukla, Cognizant ACRS staff 
(301–415–6855), between 7:15 a.m. and 
5 p.m., (ET). ACRS meeting agenda, 
meeting transcripts, and letter reports 
are available through the NRC Public 
Document Room at pdr@nrc.gov, or by 
calling the PDR at 1–800–397–4209, or 
from the Publicly Available Records 
System (PARS) component of NRC’s 
document system (ADAMS) which is 
accessible from the NRC Web site at 
http://www.nrc.gov/reading-rm/ 
adams.html or http://www.nrc.gov/ 
reading-rm/doc-collections/ACRS/. 

Video teleconferencing service is 
available for observing open sessions of 
ACRS meetings. Those wishing to use 
this service for observing ACRS 
meetings should contact Mr. Theron 
Brown, ACRS Audio Visual Technician 
(301–415–8066), between 7:30 a.m. and 
3:45 p.m., (ET), at least 10 days before 
the meeting to ensure the availability of 
this service. Individuals or 
organizations requesting this service 
will be responsible for telephone line 
charges and for providing the 
equipment and facilities that they use to 
establish the video teleconferencing 
link. The availability of video 
teleconferencing services is not 
guaranteed. 

Dated: November 13, 2008. 

Andrew L. Bates, 
Advisory Committee Management Officer. 
[FR Doc. E8–27469 Filed 11–18–08; 8:45 am] 

BILLING CODE 7590–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

Proposed Extension of Existing 
Collection; Comment Request 

Upon Written Request, Copies Available 
From: U.S. Securities and Exchange 
Commission, Office of Investor 
Education and Advocacy, 
Washington, DC 20549–0213. 

Extension: 
Rule 9b–1; OMB Control No. 3235–0480; 

SEC File No. 270–429. 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501 et seq.) the Securities 
and Exchange Commission 
(‘‘Commission’’) is soliciting comments 
on the existing collection of information 
provided for the following rule: Rule 
9b–1 Options Disclosure Document (17 
CFR 240.9b–1) under the Securities 
Exchange Act of 1934 (15 U.S.C. 78 et 
seq.). The Commission plans to submit 
this existing collection of information to 
the Office of Management and Budget 
(‘‘OMB’’) for extension and approval. 

Rule 9b–1 (17 CFR 240.9b–1) sets 
forth the categories of information 
required to be disclosed in an options 
disclosure document (‘‘ODD’’) and 
requires the options markets to file an 
ODD with the Commission 60 days prior 
to the date it is distributed to investors. 
In addition, Rule 9b–1 provides that the 
ODD must be amended if the 
information in the document becomes 
materially inaccurate or incomplete and 
that amendments must be filed with the 
Commission 30 days prior to the 
distribution to customers. Finally, Rule 
9b–1 requires a broker-dealer to furnish 
to each customer an ODD and any 
amendments, prior to accepting an order 
to purchase or sell an option on behalf 
of that customer. 

There are six options markets that 
must comply with Rule 9b–1. These six 
respondents work together to prepare a 
single ODD covering options traded on 
each market, as well as amendments to 
the ODD. These respondents file 
approximately three amendments per 
year. The staff calculates that the 
preparation and filing of amendments 
should take no more than eight hours 
per options market. Thus, the total 
compliance burden for options markets 
per year is 144 hours (6 options markets 
× 8 hours per amendment × 3 
amendments). The estimated cost for an 
in-house attorney is $295 per hour,1 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00084 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69683 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

2 The $40/hour figure for a general clerk is from 
SIFMA’s Office Salaries in the Securities Industry 
2007, modified by Commission staff to account for 
an 1800-hour work-year and multiplied by 2.92 to 
account for bonuses, firm size, employee benefits 
and overhead. The staff believes that the ODD 
would be mailed or electronically delivered to 
customers by a general clerk of the broker-dealer or 
some other equivalent position. 

1 On September 29, 2008, the Commission 
approved the merger of The Amex Membership 
Corporation, Amex’s parent, with NYSE Euronext. 

See Securities Exchange Act Release No. 58673 
(September 29, 2008), 73 FR 57707 (October 3, 
2008) (SR–NYSE–2008–60 and SR–Amex 2008–62) 
(approving the Merger). As a result, Amex was 
renamed NYSE Alternext US LLC. For the purposes 
of this order, we will still refer to Amex. 

2 15 U.S.C. 78s(b)(1). 
3 17 CFR 240.19b–4. 
4 Amendment Nos. 1 and 2 modified certain 

definitions in and made non-substantive corrections 
to proposed Rule 991. 

5 See Securities Exchange Act Release No. 58625 
(Sept. 23, 2008), 73 FR 56869 (Sept. 30, 2008). 

6 ‘‘Standardized Option’’ is defined in Rule 19b– 
1 under the Exchange Act to mean options contracts 
trading on a registered national securities exchange, 
an automated quotation system of a registered 
national securities association, or a foreign 
exchange which relate to options classes the terms 
of which are limited to specific expiration dates and 
exercise prices, or such other securities as the 
Commission may, by order, designate. 

7 See ‘‘Exemption for Standardized Options From 
Provisions of the Securities Act of 1933 and From 
the Registration Requirements of the Securities 

Continued 

resulting in a total cost of compliance 
for these respondents of $42,480 per 
year (144 hours @ $295). 

In addition, approximately 1,500 
broker-dealers must comply with Rule 
9b–1. Each of these respondents will 
process an average of three new 
customers for options each week and, 
therefore, will have to furnish 
approximately 156 ODDs per year. The 
postal mailing or electronic delivery of 
the ODD takes respondents no more 
than 30 seconds to complete for an 
annual compliance burden for each of 
these respondents of 78 minutes, or 1.3 
hours. Thus, the total compliance 
burden per year is 1,950 hours (1,500 
broker-dealers × 1.3 hours). The 
estimated cost for a general clerk of a 
broker-dealer is $40 per hour,2 resulting 
in a total cost of compliance for these 
respondents of $78,000 per year (1,950 
hours @ $40). 

The total compliance burden for all 
respondents under this rule (both 
options markets and broker-dealers) is 
2,094 hours per year (144 + 1,950), and 
total compliance costs of $120,480 
($42,480 + $78,000). 

Written comments are invited on: (a) 
Whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
Commission, including whether the 
information shall have practical utility; 
(b) the accuracy of the Commission’s 
estimates of the burden of the proposed 
collection of information; (c) ways to 
enhance the quality, utility, and clarity 
of the information to be collected; and 
(d) ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
Consideration will be given to 
comments and suggestions submitted in 
writing within 60 days of this 
publication. 

Comments should be directed to 
Lewis W. Walker, Acting Director/Chief 
Information Officer, Securities and 
Exchange Commission, c/o Shirley 
Martinson, 6432 General Green Way, 
Alexandria, VA 22312 or send an e-mail 
to: PRA_Mailbox@sec.gov. 

Dated: November 12, 2008. 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27430 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

Sunshine Act Meeting 

Notice is hereby given, pursuant to 
the provisions of the Government in the 
Sunshine Act, Public Law 94–409, that 
the Securities and Exchange 
Commission will hold its second 
Roundtable on Mark-to-Market 
Accounting on Friday, November 21, 
2008 beginning at 9:30 a.m. 

The Roundtable will take place in the 
Auditorium of the Commission’s 
headquarters at 100 F Street, NE., 
Washington DC. The Roundtable will be 
open to the public with seating on a 
first-come, first-served basis. Doors will 
open at 9 a.m. Visitors will be subject 
to security checks. 

The roundtable will consist of an 
open discussion on potential 
improvements to the current accounting 
model and implications of possible 
changes. The roundtable will be 
organized as a panel consisting of 
investors, issuers, auditors and other 
parties with experience in mark-to- 
market accounting. 

For further information, please 
contact the Office of the Secretary at 
(202) 551–5400. 

Dated: November 14, 2008. 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27557 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58923; File No. SR–Amex– 
2008–51] 

Self-Regulatory Organizations; 
American Stock Exchange LLC; Order 
Granting Approval of a Proposed Rule 
Change, as Modified by Amendment 
Nos. 1 and 2 Thereto, Related to 
Amendments to Rule 991 
(Communications to Customers) and 
Rule 921 (Opening of Accounts) 

November 10, 2008. 
On June 25, 2008, the American Stock 

Exchange LLC (‘‘Amex’’ or the 
‘‘Exchange’’) 1 filed with the Securities 

and Exchange Commission 
(‘‘Commission’’) a proposed rule change 
pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 (the 
‘‘Exchange Act’’) 2 and Rule 19b–4 
thereunder.3 Amex filed Amendment 
Nos. 1 and 2 to the proposed rule 
change on August 22, 2008, and 
September 5, 2008, respectively.4 Notice 
of the proposal was published for 
comment in the Federal Register on 
September 30, 2008.5 The Commission 
received no comments on the proposed 
rule change. This order approves the 
proposed rule change, as modified by 
Amendment Nos. 1 and 2. 

I. Description of the Proposed Rule 
Change 

The Exchange proposed to amend 
Amex Rule 991 (‘‘Communications to 
Customers’’) to delete references to 
certain provisions of the Securities Act 
of 1933 (the ‘‘Securities Act’’) that no 
longer apply to standardized options 6 
issued by registered clearing agencies 
and update and reorganize the rule for 
greater clarity. In addition, the proposal 
seeks to amend Amex Rule 921 
(‘‘Opening of Account’’) in connection 
with the information member 
organizations must obtain from 
customers. 

A. Rule 991 (Communications to 
Customers) 

On December 23, 2002, the 
Commission published final rules that 
exempt standardized options issued by 
registered clearing agencies and traded 
on a registered national securities 
exchange or registered national 
securities association from the 
Securities Act (other than the anti-fraud 
provisions) and the registration 
requirements of the Exchange Act.7 
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Exchange Act of 1934; Final Rule,’’ Securities Act 
Release No. 8171 and Securities Exchange Act 
Release No. 47082 (Dec. 23, 2002), 68 FR 188 (Jan. 
2, 2003). 

8 The options disclosure document (the ‘‘ODD’’) 
prepared in accordance with Rule 9b–1 under the 
Exchange Act is not deemed to be a prospectus. 17 
CFR 230.135b. See, e.g., Securities Act Release No. 
8049 (Dec. 21, 2001), 67 FR 228 (Jan. 2, 2002). 

9 See Exchange Act Release No. 58738 (Oct. 6, 
2008), 73 FR 60371 (Oct. 10, 2008) (SR–FINRA– 
2008–13) (approval order) and Exchange Act 
Release No. 58823 (Oct. 21, 2008), 73 FR 63747 
(Oct. 27, 2008) (SR–CBOE–2007–30) (approval 
order). 

10 This paragraph essentially incorporates 
language of Rule 134a under the Securities Act. 
While this amendment would eliminate the 
separate educational material category, as discussed 
below, the Exchange also proposed to revise the 
definition of Sales Literature to include educational 
material. 

11 This paragraph essentially incorporates 
language of Rule 134 under the Securities Act. 

12 See note 9, supra. 

13 See 15 U.S.C. 78c(a)(54). 
14 17 CFR 240.17a–4. More specifically, Rule 17a– 

4(b)(4) requires that a broker-dealer retain ‘‘originals 
of all communications received and copies of all 
communications sent * * * including all 
communications which are subject to rules of a self- 
regulatory organization of which the member, 
broker or dealer is a member regarding 
communications with the public.’’ 

Since the Securities Act and the rules 
thereunder (other than the anti-fraud 
provisions) are no longer applicable to 
such standardized options, Amex 
proposed to remove elements of the 
Securities Act that are embedded in 
Amex Rule 991. In particular, the 
Exchange proposed to remove all 
references to a ‘‘prospectus’’ from Rule 
991. Prospectuses are no longer required 
for standardized options, and The 
Options Clearing Corporation (‘‘OCC’’) 
has, in fact, ceased publication of a 
prospectus.8 In addition, the proposed 
amendments would update and 
reorganize Rule 991. The Commission 
has approved proposed rule 
amendments implementing similar rule 
language and format changes by the 
Financial Industry Regulatory 
Authority, Inc. and the Chicago Board 
Options Exchange.9 

1. Deletion of Certain Provisions of Rule 
991 

Amex Rule 991 contains a number of 
references to a prospectus and other 
Securities Act requirements. The 
Exchange proposed to delete the 
following from Rule 991: 

• Rule 991(a)(iv), which references 
the Securities Act prospectus definition; 

• Rule 991(d), which incorporates 
Securities Act principles in that it 
prohibits written material concerning 
options (i.e., an offering) from being 
furnished to any person who has not 
previously or contemporaneously 
received the current ODD; 

• Rule 991(e)(ii), which defines the 
term ‘‘Educational Material;’’ 10 

• Commentary .02A to Rule 991, 
which outlines what is permitted in an 
‘‘Advertisement;’’ 11 and 

• Commentary .03 to Rule 991, which 
concerns educational material.12 

2. Re-designation of Rule 991(a) to 
Proposed Rule 991(d) and Related 
Amendments 

Amex Rule 991(a) currently provides 
an outline of the ‘‘General Rule’’ for 
options communications. The Exchange 
proposed to re-designate paragraph (a) 
as paragraph (d), and to incorporate 
limitations on the use of options 
communications contained in current 
Commentary .01 to Rule 991 into 
proposed Rule 991(d). In addition, 
proposed Rule 991(d)(iii) would amend 
Rule 991(a)(iii) by clarifying the types of 
cautionary statements and caveats that 
are prohibited. As previously noted, the 
Amex proposed to delete Rule 
991(a)(iv). 

3. Proposed Amendments to Rule 991(b) 
Amex proposed to amend Rule 991(b) 

to include the types of communications 
proposed to be added to the definition 
of ‘‘Options Communications’’ in 
proposed Rule 991(a). Proposed Rule 
991(b)(ii) and (b)(iii) would also amend 
the current requirement to obtain 
advanced approval by a Registered 
Options Principal (‘‘ROP’’) for most 
options communications by exempting 
certain options communications, 
defined as ‘‘Correspondence’’ and 
‘‘Institutional Sales Material.’’ 
Specifically, proposed Rule 991(b)(ii) 
would exempt Correspondence from the 
pre-approval requirement unless the 
Correspondence is distributed to 25 or 
more existing retail customers within 
any 30 calendar day period, and makes 
any financial or investment 
recommendation or otherwise promotes 
a product or service of the member. All 
correspondence would be subject to the 
supervision and review requirements of 
Rule 922. Proposed Rule 991(b)(iii) 
would exempt Institutional Sales 
Material from the pre-approval 
requirement if the material is 
distributed to ‘‘qualified investors’’ as 
defined in Section 3(a)(54) of the 
Exchange Act.13 

Pre-approval by a ROP would, 
however, be required with respect to 
independently prepared reprints. In 
addition, proposed Rule 991(b)(iv) 
would require that firms retain options 
communications in accordance with the 
recordkeeping requirements of Rule 
17a–4 under the Exchange Act.14 The 
proposed rule would also require that 

firms retain other related documents in 
the form and for the time periods 
required for options communications by 
Rule 17a–4. 

4. Proposed Amendments to Rule 991(c) 
Amex Rule 991(c) currently requires 

members and member organizations to 
obtain from the Exchange approval for 
every advertisement and all educational 
material. This requirement applies 
regardless of whether the options 
communications are used before or after 
delivery of a current ODD. The 
Exchange proposed to amend this 
provision to require approval by the 
Exchange only with respect to 
communications used prior to the 
delivery of a current ODD. The 
Exchange’s pre-approval requirement 
for options communications used 
subsequent to the delivery of the ODD 
would be eliminated because the ODD 
should help alert the customer to the 
characteristics and risks associated with 
trading in options and because Rule 
991(b) requires the ROP of a member 
organization to pre-approve options 
communications, subject to exceptions 
for ‘‘Correspondence’’ and ‘‘Institutional 
Sales Material.’’ Rule 991(c) would also 
be amended to include the types of 
communications added to the definition 
of ‘‘Options Communications’’ in 
proposed Rule 991(a). 

5. Re-Designation of Rule 991(e) as 
Proposed Rule 991(a) and Related 
Amendments 

Rule 991(e) currently defines the 
terms used in Rule 991. Amex proposed 
to re-designate paragraph (e) as 
paragraph (a). The Exchange also 
proposed to amend the definition of 
‘‘Options Communications’’ in proposed 
Rule 991(a) to expand the types of 
communications governed by Rule 991 
to include independently prepared 
reprints and other communications 
between a member or member 
organization and a customer. The 
Exchange proposed to amend the 
definitions of ‘‘Advertisement’’ and 
‘‘Sales Literature;’’ and define 
‘‘Correspondence,’’ ‘‘Institutional Sales 
Material,’’ ‘‘Public Appearances’’ and 
‘‘Independently Prepared Reprints’’ to 
clarify the rule. In addition, as 
previously noted, Amex proposed to 
delete the definition of ‘‘Educational 
Material.’’ 

6. Proposed Rule 991(e) 
Proposed Rule 991(e) would set forth 

(i) standards for options 
communications that are not preceded 
or accompanied by an ODD and (ii) 
standards for options communications 
used prior to delivery of an ODD. These 
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15 See proposed Rule 991(e)(i)(C) and proposed 
Commentaries .02 and .03 to Rule 991. 

16 See proposed Rule 991(a)(ii). 
17 15 U.S.C. 78f(b). In approving this proposal, the 

Commission has considered the impact of the 
proposed rule change on efficiency, competition 
and capital formation. See 15 U.S.C. 78c(f). 

18 15 U.S.C. 78f(b)(5). 

19 Id. 
20 17 CFR 240.17a–3(a)(17). 
21 15 U.S.C. 78f(b)(5). 
22 15 U.S.C. 78s(b)(2). 
23 17 CFR 200.30–3(a)(12). 

requirements generally clarify and 
restate the requirements contained in 
current Commentary .02 to Rule 991. 

7. Related Commentaries 
Proposed Rule 991(e)(i)(B) would 

require options communications to 
contain contact information for 
obtaining a copy of the ODD. Proposed 
Commentary .01 to Rule 991 would 
include the provisions found in current 
Commentary .02A to Rule 991 regarding 
how this requirement may be satisfied. 
In addition, as noted above, the 
provisions of current Commentary .01 to 
Rule 991 regarding limitations on the 
use of options communications would 
be incorporated into proposed Rule 
991(d). 

As previously noted, the provisions of 
current Commentary .02 to Rule 991 
that outline what is permitted in an 
advertisement would be deleted, and 
the provisions relating to standards for 
options communications used prior to 
delivery of the ODD would be 
incorporated into proposed Rule 
991(e)(ii). 

Current Commentary .03 to Rule 991 
regarding educational materials also 
would be deleted, as noted above. 

Current Commentary .04 to Rule 991 
sets forth the standards applicable to 
Sales Literature. Current Commentary 
.04A sets forth the requirement that 
Sales Literature shall state that 
supporting documentation for any 
claims, comparisons, recommendations, 
statistics or other technical data will be 
supplied upon request. The Exchange 
proposed to re-designate current 
Commentary .04A as proposed Rule 
991(d)(vii). 

Current Commentary .04B to Rule 991 
relates to standards for Sales Literature 
that contain projected performance 
figures. Current Commentary .04C 
relates to standards for Sales Literature 
that contains historical performance 
figures. The Exchange proposed to re- 
designate current Commentary .04B as 
proposed Commentary .02 to Rule 991 
and current Commentary .04C as 
proposed Commentary .03 to Rule 991. 

Rule 991 currently requires that a 
copy of the ODD precede or accompany 
options related sales literature. The 
Exchange proposed to modify the ODD 
delivery requirement applicable to sales 
literature to provide that an ODD must 
precede or accompany any 
communication that conveys past or 
projected performance figures involving 
options or constitutes a 
recommendation pertaining to 
options.15 

A notice providing the name and 
address of a person from whom the ODD 
may be obtained would be required in 
sales literature that does not contain a 
recommendation of past or projected 
performance figures. Because Amex is 
proposing to merge educational material 
into the sales literature category,16 this 
amendment would continue to allow 
communications that are educational in 
nature to be disseminated without being 
preceded or accompanied by a copy of 
the ODD. 

The Exchange proposed to re- 
designate current Commentary .04D to 
Rule 991 as proposed Commentary .04 
to Rule 991. The Exchange proposed to 
delete current Commentaries .04E, F 
and G to Rule 991. The Exchange 
believes Commentaries .04E and F are 
unnecessary because worksheets are 
included in the definition of Sales 
Literature. In addition, the Exchange 
believes Commentary .04G is no longer 
necessary because the Exchange is 
proposing to clarify the recordkeeping 
requirements applicable to options 
communications in proposed Rule 
991(b)(iv). 

B. Rule 921 (Opening of Accounts) 
The proposal would also amend Rule 

921 in connection with the opening of 
options accounts. Currently, 
Commentary .01 to Rule 921 requires a 
member organization to obtain certain 
information about its options customers 
in order to comply with the due 
diligence requirement in opening a new 
account under Rule 921(c). In order to 
conform to the requirements of Rule 
17a–3(a)(17) under the Exchange Act, 
the proposed amendments would 
require that in addition to all the 
essential information to determine 
suitability, a member organization must 
also obtain the customer’s name, Tax 
Identification Number, address, and 
telephone number. 

II. Comments 
As noted above, the Commission 

received no comments on the proposed 
rule change. 

III. Discussion and Findings 
After careful review of the proposed 

rule change, the Commission finds that 
the proposed rule change is consistent 
with Section 6 of the Act,17 in general, 
and furthers the objectives of Section 
6(b)(5),18 in particular, in that it is 
designed to prevent fraudulent and 

manipulative acts and practices, to 
promote just and equitable principles of 
trade and to foster cooperation and 
coordination with persons engaged in 
facilitating transactions in securities. 
The Commission also finds that, 
consistent with Section 6(b)(5) of the 
Act,19 the proposed rule change is 
designed to remove impediments to and 
perfect the mechanisms of a free and 
open market and a national market 
system, and, in general, to protect 
investors and the public interest, by 
providing the investing public with 
options communications rules that are 
designed to provide appropriate 
safeguards and greater clarity by 
promoting harmonization between the 
Amex and other SRO options 
communications rules and conforming 
Rule 921 to the requirements of Rule 
17a–3(a)(17) under the Exchange Act.20 
The Commission believes that the 
proposal is consistent with Section 
6(b)(5) of the Act 21 because the 
proposed amendments to Amex Rule 
991 reflect amendments to the 
Securities Act that generally exempt 
standardized options, and will update 
and reorganize the Rule. 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Exchange Act, 
that the proposed rule change (SR– 
Amex–2008–51), as modified by 
Amendment Nos. 1 and 2, be, and 
hereby is, approved.22 

For the Commission by the Division of 
Trading and Markets, pursuant to delegated 
authority.23 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27420 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58927; File No. SR–BSE– 
2008–48] 

Self-Regulatory Organizations; Boston 
Stock Exchange, Incorporated; Notice 
of Filing of Proposed Rule Change To 
Establish New Rules for Membership, 
Member Conduct, and the Listing and 
Trading of Cash Equity Securities 

November 10, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 3 See Chapter 1, Section 2 of the BOX Rules. 

4 See Equity Rules 1013 and 1014; Chapter II of 
the BOX Rules. 

(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on November 
3, 2008, the Boston Stock Exchange (the 
‘‘Exchange’’) filed with the Securities 
and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change as described in Items I, II, and 
III below, which Items have been 
prepared by the Exchange. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes: (i) To adopt 
new rules governing membership, the 
regulatory obligations of members, 
listing, and equity trading, (ii) to amend 
its certificate of incorporation and by- 
laws to reflect the proposed change in 
the name of the Exchange to NASDAQ 
OMX BX, Inc., (iii) to amend and restate 
the Operating Agreement of BSX Group 
LLC (the ‘‘Operating Agreement’’), 
which will operate the Exchange’s cash 
equities trading business, and which 
will be renamed NASDAQ OMX BX 
Equities LLC (‘‘BX Equities LLC’’ or the 
‘‘Company’’), and (iv) to adopt a 
Delegation Agreement between the 
Exchange and BX Equities LLC. The text 
of the proposed rule change is available 
from the principal office of the 
Exchange and from the Commission, 
and is also available at http:// 
www.nasdaqtrader.com/ 
Trader.aspx?id=BSEPendingRules. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in Sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
On August 29, 2008, the Exchange 

was acquired by The NASDAQ OMX 
Group, Inc. (‘‘NASDAQ OMX’’). At the 
time of this acquisition, the Exchange 

was not operating a venue for trading 
cash equities. The Exchange is now 
proposing to adopt a new rulebook with 
rules governing membership, the 
regulatory obligations of members, 
listing, and equity trading. The new 
rules, which will be referred to as the 
‘‘Equity Rules,’’ will be based to a 
substantial extent on the rules of The 
NASDAQ Stock Market LLC (the 
‘‘NASDAQ Exchange’’). As is the case 
with the NASDAQ Exchange, 
administration and enforcement of 
many of the rules will be supported by 
the Financial Industry Regulatory 
Authority, Inc. (‘‘FINRA’’) through a 
regulatory services agreement (the 
‘‘FINRA Regulatory Contract’’). Other 
rules, such as listing rules, will be 
administered by personnel who will be 
dually employed by the Exchange and 
the NASDAQ Exchange, or solely by the 
Exchange. 

The Exchange’s existing rules are 
divided between the rules currently 
denominated as the ‘‘Rules of the Board 
of Governors’’ and the ‘‘Rules of the 
Boston Options Exchange Group LLC’’ 
(the ‘‘BOX Rules’’). The BOX Rules, and 
certain of the Rules of the Board of 
Governors that are cross-referenced in 
the BOX Rules, currently govern trading 
on the Exchange’s Boston Options 
Exchange facility (‘‘BOX’’). The cross- 
referenced Rules of the Board of 
Governors will be referred to herein as 
the ‘‘Grandfathered Rules,’’ and the 
BOX Rules, together with the 
Grandfathered Rules, will be referred to 
as the ‘‘Options Rules.’’ The Options 
Rules, together with the Equity Rules, 
will be referred to as the ‘‘Rules of the 
Exchange.’’ The Exchange is currently 
preparing a separate proposed rule 
change to update the Grandfathered 
Rules in light of their more limited 
applicability and to reflect changes in 
the Exchange’s operations and corporate 
form. 

At present, a broker-dealer that is 
authorized for trading on BOX (an 
‘‘Options Participant’’) is not required to 
become a member of the Exchange, but 
is nevertheless subject to Options Rules 
as if it were a member.3 Under the new 
proposed Rules of the Exchange, this 
principal (sic) will continue to apply. 
Thus, the Equity Rules will apply to 
members, which will be authorized to 
engage in equity trading on the 
Exchange, and the Options Rules will 
apply to Options Participants, which 
will be authorized to engage in options 
trading. If a member opts to become an 
Options Participant (or vice versa), it 
will be subject to both sets of rules. 
Members must comply with the 

application requirements of the Option 
Rules in order to become Options 
Participants, and conversely, Options 
Participants must comply with the 
membership application procedures of 
the Equity Rules in order to become 
members and engage in equity trading.4 

Equity Rules 

0100 Series 

The 0100 Series Equity Rules contain 
general provisions, including 
definitions of general applicability. The 
rules are substantively identical to the 
corresponding rules of the NASDAQ 
Exchange, with the following 
exceptions: 

• Equity Rule 0120 includes 
definitions for ‘‘Rules of the Exchange’’, 
‘‘Equity Rules’’, ‘‘Options Rules’’, 
‘‘Grandfathered Rules’’, ‘‘Options 
Participant’’, and ‘‘BOX’’ consistent 
with the definitions described above. 
The rule also defines ‘‘BOXR’’ to mean 
‘‘Boston Options Exchange Regulation, 
LLC’’, a subsidiary of the Exchange that 
will continue to regulate BOX under the 
existing Plan of Delegation of Functions 
and Authority by the Boston Stock 
Exchange, Inc., to Boston Options 
Exchange Regulation, LLC (the 
‘‘Delegation Plan’’), and defines ‘‘BOX 
LLC’’ to mean Boston Options Exchange 
Regulation, LLC, the entity that operates 
BOX. 

• As described in greater detail 
below, the Exchange will operate its 
cash equities trading business, to be 
named the NASDAQ OMX BX Equities 
Market, through BX Equities LLC, and 
will adopt a Delegation Agreement 
between the Exchange and BX Equities 
LLC. Accordingly, Equity Rule 0120 
contains definitions of ‘‘NASDAQ OMX 
BX Equities Market’’, ‘‘NASDAQ OMX 
BX Equities LLC’’, and ‘‘Delegation 
Agreement’’. 

• Equity Rule 0115 provides that the 
Equity Rules apply to all members and 
their associated persons, while the 
Options Rules apply to all Options 
Participants. The Equity Rules shall 
apply to Options Participants only if 
they are also members of the Exchange. 

• Equity Rule 0160 references the 
Delegation Plan and the Delegation 
Agreement and states that the staff, 
books, records and premises of BOXR 
and BX Equities LLC are the staff, books, 
records and premises of the Exchange 
subject to oversight pursuant to the Act, 
and all officers, directors, employees 
and agents of BOXR are the officers, 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00088 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69687 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

5 As described below, BX Equities LLC will have 
no directors, so the reference to directors is omitted 
with respect to that entity. 

6 The Exchange notes, however, that securities 
listed on the Nasdaq Capital Market are ‘‘covered 
securities’’ for purposes of Section 18 of the 
Securities Act of 1933 (the ‘‘Securities Act’’), and 
are therefore exempted from State law registration 
requirements. See Securities Act Release No. 8791 
(April 18, 2007), 72 FR 20410 (April 24, 2008) (File 
No. S7–18–06). Accordingly, following adoption of 
these Rules, the Exchange expects to petition the 
Commission to amend Rule 146 under the 
Securities Act for purposes of recognizing securities 
listed on the Exchange as covered securities. 

7 The Exchange’s proposed listing standards for 
units combine elements of the standards of the 
Nasdaq Capital Market and the Nasdaq Global 
Market, in that they require the equity component 
of a unit to satisfy standards equivalent to Nasdaq 
Capital Market standards but allow the inclusion of 
a debt component that is not itself eligible for 
listing but that meets the requirements of Rule 
4420(h)(1)(B). 

directors, employees and agents of the 
Exchange for purposes of the Act.5 

1000 Series 
The 1000 Series Equity Rules contain 

rules governing membership. The rules 
are substantively identical to the 
corresponding rules of the NASDAQ 
Exchange, with the following 
exceptions: 

• Equity Rule 1002(f) provides that a 
registered broker-dealer that was a 
member organization in good standing 
of the Exchange on the date 
immediately prior to the acquisition of 
the Exchange by NASDAQ OMX (a 
‘‘Continuing Member’’) is eligible for 
continued membership in the Exchange 
if it continues to satisfy the membership 
requirements adopted in the Equity Rule 
1000 Series. Specifically, the 
Continuing Member must sign a revised 
membership agreement and maintain 
registrations of its associated persons as 
required under the Equity Rules. 
Associated persons already registered 
with the Exchange will likewise be 
eligible for continued registration if they 
satisfy the requirements under the 
Equity Rules. Unlike members in the 
Exchange prior to the NASDAQ OMX 
acquisition, members under the Equity 
Rules do not possess an ownership 
interest in the Exchange. 

• In order to ensure that Continuing 
Members are not subjected to 
registration requirements that did not 
previously exist under the Rules of the 
Exchange, Equity Rules 1022 and 1032 
adopt only those categories of principal 
registration and representative 
registration that previously existed and 
that will be relevant to the future 
operations of the Exchange. As a result, 
the Exchange will not be adopting the 
categories of Limited Principal— 
Introducing Broker/Dealer Financial and 
Operations; Limited Principal— 
Investment Company and Variable 
Contracts Products; Limited 
Representative—Investment Company 
and Variable Contracts Products; 
Limited Representative—Corporate 
Securities; Limited Representative— 
Equity Trader; Assistant 
Representative—Order Processing; 
United Kingdom—Limited General 
Securities Registered Representative; 
and Canada—Limited General Securities 
Registered Representative. Similarly, 
under the Equity Rules, the Exchange is 
not adopting the categories of Member 
Exchange and Floor Employee, which 
were previously recognized by the 
Exchange, as these categories will no 

longer be relevant to Exchange 
operations. 

• Because of the similarity between 
the proposed Equity Rules and both 
NASDAQ Exchange Rules and FINRA 
Rules, Equity Rule 1013(a)(5)(C) 
provides that an approved member of 
FINRA or the NASDAQ Exchange may 
apply to become an Exchange member 
and register with the Exchange all 
associated persons whose registrations 
are approved with FINRA or the 
NASDAQ Exchange (as applicable) in 
categories of registration recognized by 
the Exchange through an expedited 
process by submitting a Short Form 
Membership Application and 
Agreement. NASDAQ Exchange Rule 
1013 provides for a comparable process 
for FINRA members becoming NASDAQ 
Exchange members. 

2000 and 3000 Series 

The Equity Rule 2000 Series 
establishes business conduct rules 
applicable to members, and the Equity 
Rule 3000 Series establishes the 
responsibilities of associated persons 
and employees of members. In each 
case, they are substantively identical to 
the comparable rules of the NASDAQ 
Exchange. The Exchange is, however, 
amplifying the regulatory requirements 
applicable to index warrants, currency 
index warrants, and currency warrants 
contained in the Equity Rule 2480 
Series, and expects the NASDAQ 
Exchange to adopt a conforming rule 
change. 

4000 Series 

The Equity Rule 4000 Series contains 
marketplace rules governing listing and 
trading of cash equities on the 
Exchange. 

Listing Rules 

The proposed listing standards for the 
Exchange are based on the standards of 
the NASDAQ Exchange. The NASDAQ 
Exchange, however, has three listing 
tiers—the Nasdaq Capital Market, the 
Nasdaq Global Market, and the Nasdaq 
Global Select Market—with 
progressively higher listing standards 
applicable at each tier. In contrast, the 
Exchange will have only one listing tier, 
with listing standards for primary and 
secondary classes of common stock, 
preferred stock, convertible debt, rights 
and warrants, shares or certificates of 
beneficial interest of trusts, foreign 
securities, American Depositary 
Receipts (‘‘ADRs’’), and limited 
partnership interests that are 
substantively identical to those of the 
Nasdaq Capital Market, the tier with the 

most permissive listing standards.6 The 
standards for initial and continued 
listing of these securities are set forth in 
the Equity Rule 4300 Series. In addition, 
the Exchange will adopt, in Equity 
Rules 4420 and 4450, initial and 
continued listing standards for Selected 
Equity-linked Debt Securities 
(‘‘SEEDS’’), units, index warrants, 
portfolio depository receipts, index fund 
shares, trust issued receipts, linked 
securities, managed fund shares, and 
‘‘other securities’’ that are substantively 
identical to those of the NASDAQ 
Global Market, because the Nasdaq 
Capital Market does not have standards 
applicable to any of these securities 
other than units.7 Provisions of 
NASDAQ Rules 4420 and 4450 that 
establish higher initial and continued 
listing standards for common stock, 
preferred stock, convertible debt, rights 
and warrants, shares or certificates of 
beneficial interest of trusts, foreign 
securities, ADRs, and limited 
partnership interests seeking inclusion 
on the NASDAQ Global Market are 
omitted and replaced with a reference 
back to the Equity Rule 4300 Series, 
where the standards for such securities 
are found. In addition, the listing 
standards for SEEDS and ‘‘other 
securities’’ differ slightly from the 
comparable NASDAQ Exchange 
standards, in that they require issuers of 
securities listed thereunder to be eligible 
for listing on the NASDAQ Exchange or 
NYSE or to be affiliates of companies 
that are so eligible, rather than being 
required to be actually so listed. This 
difference recognizes the fact that an 
issuer seeking to list a SEED or ‘‘other 
security’’ on the Exchange would not 
necessarily also have a security listed on 
the NASDAQ Exchange or NYSE, but it 
would nevertheless be required to 
demonstrate ability to meet such other 
listing standards before listing the SEED 
or ‘‘other security.’’ Finally, NASDAQ 
Rules 4426 and 4427, which establish 
standards for NASDAQ’s Global Select 
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8 The Rule 4600 Series is being reserved for the 
Exchange’s listing fees, which will be included in 
a separate filing. 9 17 CFR 242.103. 

10 As is the case with the NASDAQ Exchange, 
different order designations can be combined. Thus, 
for example, a Price to Comply Order could be 
entered with reserve size or as a non-displayed 
order. 

11 A ‘‘System Hours Immediate or Cancel’’ order 
is an immediate or cancel order that may be entered 
between 8 a.m. and 7 p.m. Eastern Time, the hours 
of operation of the NASDAQ OMX BX Equities 
Market. If a System Hours Immediate or Cancel 
order (or a portion thereof) is not marketable, the 
order (or unexecuted portion thereof) is canceled 
and returned to the entering Participant. 

Market tier, are omitted in their 
entirety.8 

Trading System Rules 

The Exchange’s system for trading 
cash equities, designated in the Equity 
Rules as the ‘‘NASDAQ OMX BX 
Equities Market’’ or the ‘‘System’’, will 
operate using NASDAQ OMX’s INET 
technology, in accordance with rules 
based to a significant extent on the rules 
of the Nasdaq Market Center. As a 
result, the NASDAQ OMX BX Equities 
Market will feature an electronic central 
limit order book, with executions 
occurring in price/time priority (but 
with displayed orders receiving priority 
over non-displayed orders). The 
differences between the two systems 
will be as follows: 

• The NASDAQ OMX BX Equities 
Market will operate from 8 a.m. to 7 
p.m. Eastern Time (rather than from 7 
a.m. to 8 p.m.). As with the Nasdaq 
Market Center, regular market hours 
will be from 9:30 a.m. to 4 p.m. (or 4:15 
p.m. for any exchange-traded funds that 
may be so designated by the Exchange). 

• The NASDAQ OMX BX Equities 
Market will not operate an opening 
cross, a closing cross, or a halt cross. 
The NASDAQ OMX BX Equities Market 
will begin to process all eligible Quotes/ 
Orders at 8 a.m., adding in time priority 
all eligible Orders in accordance with 
each order’s defined characteristics. All 
trades executed prior to 9:30 will be 
automatically appended with the ‘‘.T’’ 
modifier. The official opening price for 
a security listed on the Exchange will be 
the price of the first trade executed at or 
after 9:30 a.m. and the official closing 
price will be the price of the last trade 
executed at or prior to 4:00 p.m. 

• Quoting Market Participants may 
instruct the Exchange to open their 
Quotes at 9:25 a.m. at a price of $0.01 
(bid) and $999,999 (offer) and a size of 
one round lot in order to provide a two- 
sided quotation. In all other cases, the 
quote of a participant will be at the 
price and size entered by the 
participant. 

• If trading of a security is halted 
under Equity Rule 4120, the security 
will be released for trading at a time 
announced to market participants by the 
Exchange. Because the Exchange will 
not have a halt cross, provisions of 
NASDAQ Rule 4120 relating to a 
Display Only Period prior to the 
execution of the halt cross have been 
omitted. 

• The Exchange’s quotation and trade 
reporting information is disseminated 

under the Consolidated Quotation Plan 
(‘‘CQ Plan’’) and Consolidated Tape 
Association Plan (‘‘CTA Plan’’), rather 
than the Nasdaq UTP Plan. Accordingly, 
the NASDAQ Exchange’s IM–4390, 
which relates to securities dually listed 
on the New York Stock Exchange 
(‘‘NYSE’’) and the NASDAQ Exchange is 
not included in the Equity Rules, since 
a security listed on the Exchange and 
NYSE would automatically be included 
in the CQ Plan and the CTA Plan by 
virtue of either of its listings. 

• Provisions of Rules of the NASDAQ 
Exchange relating to passive market 
making under Rule 103 of Regulation M 
under the Act 9 are being omitted since 
that rule does not apply to any other 
exchange, even if it adopts a similar 
market structure. 

• Equity Rule 4620 provides that an 
Exchange Market Maker that terminates 
its registration in a security listed on the 
Exchange may not re-register as a 
market maker in that security for a 
period of twenty business days, with a 
one-day exclusion period for all other 
securities. The comparable NASDAQ 
Exchange rule provides for an exclusion 
period of twenty days for securities 
listed on the NASDAQ Exchange and 
one day for all other securities. 

• In contrast to the NASDAQ 
Exchange, the Exchange will not 
support discretionary orders, orders 
with a ‘‘market hours’’ time-in-force 
designation (with the exception of 
‘‘market hours day’’ orders), or orders 
with a ‘‘system hours good till 
cancelled’’ time-in-force designation. 

• The Exchange will not support an 
automatic quotation refresh 
functionality. Thus, market makers will 
be required to maintain continuous two- 
sided quotations without the assistance 
of the functionality. In addition, the 
Exchange will not allow market 
participants to maintain quotes or 
orders on the book overnight; rather, all 
quotes and orders will be cancelled at 
the end of the trading day and must be 
re-entered, if market participants so 
desire, the following day. Accordingly, 
the Exchange will not have a rule such 
as NASDAQ Exchange Rule 4761, which 
provides for overnight adjustment of 
open quotes and orders to reflect 
corporate events such as dividends and 
splits. The Exchange believes that these 
differences will reduce burdens on 
Exchange system resources, and that 
market participants will be able to 
maintain comparable functionality 
using their own systems if they wish. 

• The Exchange will not route orders 
to other market centers. Rather, to 
ensure the Exchange’s compliance with 

Regulation NMS, Equity Rule 4755 
provides that in addition to such other 
designations as may be chosen by a 
market participant,10 all orders that are 
not entered with a time in force of 
‘‘System Hours Immediate or Cancel’’ 11 
must be designated as an Intermarket 
Sweep Order, a Pegged Order, a Price to 
Comply Order, or a Price to Comply 
Post Order, and all orders will be 
processed in a manner that avoids 
trading through protected quotations 
and avoids locked and crossed markets. 

• A System Hours Immediate or 
Cancel Order is compliant with 
Regulation NMS because it will not, by 
its terms, execute or post at a price that 
would result in a trade-through of a 
protected quotation or lock or cross 
another market. 

• A Pegged Order is compliant with 
Regulation NMS because it is 
continually re-priced to avoid locking or 
crossing. 

• In entering an Intermarket Sweep 
Order, the market participant represents 
that it is simultaneously routing one or 
more additional limit orders, as 
necessary, to execute against the full 
displayed size of any protected bid or 
offer (as defined in Rule 600(b) of 
Regulation NMS) in the case of a limit 
order to sell or buy with a price that is 
superior to the limit price of the order 
identified as an Intermarket Sweep 
Order. These additional routed orders 
must also be identified as Intermarket 
Sweep Orders. As provided by 
Regulation NMS, the Exchange will 
automatically execute orders identified 
as Intermarket Sweep Orders. Members 
will be responsible for ensuring that 
their use of Intermarket Sweep Orders 
complies with Regulation NMS, and the 
Exchange’s T+1 surveillance program 
will monitor members’ use of 
Intermarket Sweep Orders. 

• If, at the time of entry, a Price to 
Comply Order would lock or cross the 
quotation of an external market, the 
order will be priced to the current low 
offer (for bids) or to the current best bid 
(for offers) but displayed at a price one 
minimum price increment lower than 
the offer (for bids) or higher than the bid 
(for offers). Thus, an incoming order 
priced to execute against the displayed 
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12 For example, if the national best bid and best 
offer is $9.97 × $10.00, and a participant enters a 
price to comply order to buy 10,000 shares at 
$10.01, the order will display at $9.99, but will 
reside on the System book at $10.00. If a seller then 
enters an order at $9.99, it will execute at $10.00, 
up to the full 10,000 shares of the order. 

13 For example, if the national best bid and best 
offer is $9.97 × $10.00, and a participant enters a 
price to comply post order to buy at $10.01, the 
order will be repriced and displayed at $9.99. If a 
seller enters an order at $9.99, it will execute at that 
price. 

14 Because only NASDAQ Exchange members 
may enter orders into the NASDAQ Exchange, it 
also follows that routing by NES is conducted only 
with respect to orders of NASDAQ Exchange 
members. 

15 This proposal and the anticipated Nasdaq 
proposal to permit NES to route Directed Orders to 
the Exchange marks a departure from the 
Exchange’s representation in Securities Exchange 
Act Release No. 57757 (May 1, 2008), 73 FR 26159 
(May 8, 2008) (SR–BSE–2008–23), that NES would 
not route Directed Orders to the Exchange or its 
facilities. Email from John Yetter Vice President and 
Deputy General Counsel, Nasdaq, to Heidi Pilpel, 
Attorney, Commission, November 6, 2008. 

16 17 CFR 240.17d–2. 
17 Employees of the Exchange performing real- 

time oversight of equity trading may also be 
employed by the NASDAQ Exchange to perform 
similar functions with respect to its rules. 

18 The Exchange, FINRA, and SEC staff may agree 
going forward to reduce the number of applicable 
or relevant surveillances that form the scope of the 
agreed upon report. 

price will receive the superior 
undisplayed price.12 The displayed and 
undisplayed prices of a Price to Comply 
order may be adjusted once or multiple 
times depending upon the method of 
order entry and changes to the 
prevailing national best bid/best offer. 

• If, at the time of entry, a Price to 
Comply Post Order would lock or cross 
the protected quote of an external 
market or would cause an Order 
Protection Rule violation, the order will 
be re-priced and displayed to one 
minimum price increment (i.e., $0.01 or 
$0.0001) below the current low offer (for 
bids) or to one penny above the current 
best bid (for offers).13 

By requiring all orders to be entered 
with one of these designations, the 
Exchange will ensure that all orders will 
either be priced or cancelled in a 
manner consistent with avoidance of 
trade-throughs and locked and crossed 
markets, or will execute as Intermarket 
Sweep Orders along with other 
Intermarket Sweep Orders sent to 
protected quotes. Because the Exchange 
will not route to other market centers, 
its policies and procedures under Rule 
611(a) under Regulation NMS will 
contemplate reliance on information 
provided by the NASDAQ Exchange for 
purposes of determining whether 
another trading center is experiencing a 
failure, material delay, or malfunction of 
its systems or equipment within the 
meaning of Rule 611(b)(1). 

Affiliation With NASDAQ Execution 
Services, LLC 

Although the Exchange will not route 
to other market centers, the Exchange 
will receive orders routed to it by other 
market centers, including the NASDAQ 
Exchange. Nasdaq Execution Services, 
LLC (‘‘NES’’) is the approved outbound 
routing facility of the NASDAQ 
Exchange for cash equities. Rules 4751 
and 4758 of the NASDAQ Exchange 
establish the conditions under which 
the NASDAQ Exchange is permitted to 
own and operate NES in its capacity as 
a facility of the NASDAQ Exchange that 
routes orders from the NASDAQ 
Exchange to other market centers. These 
conditions include requirements that: 
(1) NES is operated and regulated as a 

facility of the NASDAQ Exchange; (2) 
NES will not engage in any business 
other than as an outbound router for the 
NASDAQ Exchange and any other 
activities as approved by the 
Commission;14 (3) the primary 
regulatory responsibility for NES lies 
with an unaffiliated self-regulatory 
organization; (4) use of NES for 
outbound routing is optional for other 
NASDAQ Exchange members; and (5) 
the NASDAQ Exchange will not route 
orders to an affiliated exchange, such as 
the Exchange, unless they check the 
NASDAQ Exchange book prior to 
routing. 

In connection with the Exchange’s 
resumption of equity trading pursuant 
to this filing, the NASDAQ Exchange 
will file a proposed rule change to 
modify the last of these conditions to 
allow it to route all forms of orders, 
including Directed Orders, to the 
Exchange on a one-year pilot basis.15 
Directed Orders are orders that route 
directly to other exchanges on an 
immediate-or-cancel basis without first 
checking the NASDAQ Exchange book 
for available liquidity. In order to 
appropriately address concerns 
previously raised by the Commission 
regarding the potential for conflicts of 
interest and informational advantages 
that may arise from the use of affiliated 
members to route orders between 
exchanges owned by a common parent, 
the Exchange is proposing certain 
restrictions and undertakings. 

In order to manage the concerns 
raised by the Commission regarding 
conflicts of interest in instances where 
a member firm is affiliated with an 
exchange to which it is routing orders, 
the Exchange notes that, with respect to 
orders routed to the Exchange by NES 
in its capacity as a facility of the 
NASDAQ Exchange, NES is subject to 
independent oversight and enforcement 
by FINRA, an unaffiliated SRO that is 
NES’s designated examining authority. 
In this capacity, FINRA is responsible 
for examining NES with respect to its 
books and records and capital 
obligations and also has the 
responsibility for reviewing NES’s 

compliance with intermarket trading 
rules such as SEC Regulation NMS. In 
addition, the Exchange intends to enter 
into a regulatory services agreement 
with FINRA as well as an agreement 
with FINRA pursuant to the provisions 
of Rule 17d–2 under the Act,16 under 
which FINRA staff will review NES’s 
compliance with the Exchange’s rules 
through FINRA’s examination program. 
FINRA and the Exchange17 will also 
monitor NES for compliance with the 
Exchange’s trading rules, subject, of 
course, to SEC oversight of the 
regulatory program of the Exchange and 
FINRA. The Exchange will, however, 
retain ultimate responsibility for 
enforcing its rules with respect to NES 
except to the extent that they are 
covered by an agreement with FINRA 
pursuant to Rule 17d–2, in which case 
regulatory responsibility will be 
allocated to FINRA as provided in Rule 
17d–2(d). 

Furthermore, in order to minimize the 
potential for conflicts of interest, the 
Exchange and FINRA will collect and 
maintain all alerts, complaints, 
investigations and enforcement actions 
in which NES (in its capacity as a 
facility of the NASDAQ Exchange, 
routing orders to the Exchange) is 
identified as a participant that has 
potentially violated applicable SEC or 
Exchange rules. The Exchange and 
FINRA will retain these records in an 
easily accessible manner in order to 
facilitate any potential review 
conducted by the SEC’s Office of 
Compliance Inspections and 
Examinations. FINRA will then provide 
a report to the Exchange’s Chief 
Regulatory Officer, on at least a 
quarterly basis, which (i) quantifies all 
alerts (of which the Exchange and 
FINRA become aware) that identify NES 
as a participant that has potentially 
violated Exchange or SEC rules and (ii) 
quantifies the number of all 
investigations that identify NES as a 
participant that has potentially violated 
Exchange or SEC rules.18 

In order to address the Commission’s 
concerns about potential for information 
advantages that could place an affiliated 
member of an exchange at a competitive 
advantage vis-à-vis other non-affiliated 
members, the Exchange is proposing 
Rule 2140(c). Rule 2140(c) will require 
the implementation of policies and 
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19 E-mail from John Yetter Vice President and 
Deputy General Counsel, Nasdaq, to Heidi Pilpel, 
Attorney, Commission, November 6, 2008. 

20 The Rule 7000 Series is reserved for the 
Exchange’s fees other than listing fees, which will 
be included in a separate filing. 

21 See Securities Exchange Act Release No. 53128 
(January 13, 2006); 71 FR 3350 (January 23, 2006) 
(File No. 10–131). 

procedures that are reasonably designed 
to prevent NES from acting on non- 
public information regarding Exchange 
systems prior to the time that such 
information is made available generally 
to all members of such entity 
performing inbound routing functions. 
These policies and procedures would 
include systems development protocols 
to facilitate an audit of the efficacy of 
these policies and procedures. 

Specifically, new Rule 2140(c) shall 
provide as follows: 

The NASDAQ OMX Group, Inc., which is 
the holding company owning both the 
Exchange and NASDAQ Execution Services, 
LLC, shall establish and maintain procedures 
and internal controls reasonably designed to 
ensure that NASDAQ Execution Services, 
LLC does not develop or implement changes 
to its system on the basis of non-public 
information regarding planned changes to 
Exchange systems, obtained as a result of its 
affiliation with the Exchange, until such 
information is available generally to similarly 
situated members of the Exchange in 
connection with the provision of inbound 
routing to the Exchange. 

In addition, the NASDAQ Exchange, 
in its filing regarding routing to the 
Exchange, will amend Rule 4758 to 
provide that NES will establish and 
maintain procedures and internal 
controls reasonably designed to 
adequately restrict the flow of 
confidential and proprietary 
information between the NASDAQ 19 
Exchange and its facilities (including 
the NES), and any other entity 
(including the Exchange). The Exchange 
believes these measures will effectively 
address the concerns identified by the 
Commission regarding the potential for 
informational advantages favoring NES 
vis-à-vis other non-affiliated Exchange 
members. 

5000, 6000, and 8000 Series 
As with the NASDAQ Exchange 

Rules, the Equity Rule 5000 Series will 
be reserved for future use. The Equity 
Rule 8000 Series governs investigations 
and sanctions of members by the 
Exchange, and is substantively identical 
to the comparable rules of the NASDAQ 
Exchange. The Equity Rule 6000 Series 
contains rules implementing a version 
of the Order Audit Trail System 
(‘‘OATS’’) for the Exchange. The 
Exchange believes that as an affiliate of 
the NASDAQ Exchange, it should 
ensure that its regulatory requirements 
are generally consistent with those of 
the NASDAQ Exchange. As provided in 
NASDAQ Exchange rules, Exchange 
members that are also FINRA members 

must comply with the FINRA OATS 
rules requiring daily reporting of audit 
trail information for transactions in 
securities listed on the NASDAQ 
Exchange. In addition, as provided in 
NASDAQ Exchange rules, Exchange 
members that are not FINRA members 
must compile and maintain audit trail 
information for securities listed on the 
NASDAQ Exchange, but are required to 
transmit this information to FINRA only 
if requested. Similarly, the Exchange 
will require all members to maintain 
audit trail information for securities 
listed on the Exchange, and to transmit 
the information to FINRA upon request, 
but will not require daily OATS 
reporting for securities listed on the 
Exchange.20 As is true with respect to 
the NASDAQ Exchange, OATS data will 
be used by the Exchange for regulatory 
purposes only.21 

9000 Series 
The 9000 Series governs procedures 

for disciplinary proceedings against 
members and associated persons. The 
sole substantive difference between 
these rules and the corresponding 
NASDAQ Exchange rules pertains to the 
permissible composition of a Hearing 
Panel authorized to hear cases under the 
rule series. Under NASDAQ Exchange 
rules, a hearing panel is composed of a 
Hearing Office and two Panelists. 
Panelist may be drawn from a pool 
consisting of persons who previously 
served on the Nasdaq Review Council 
(the ‘‘appellate body’’ that reviews 
disciplinary matters) or a subcommittee 
thereof; previously served as a director 
of the NASDAQ Exchange; previously 
served on FINRA’s National 
Adjudicatory Council or a subcommittee 
thereof prior to the date that the 
NASDAQ Exchange commenced 
operating as a national securities 
exchange; or currently serves or 
previously, within the past four years, 
served on the NASDAQ Exchange 
Market Regulation Committee. Under 
NASDAQ Exchange rules, however, 
current and former members of the 
Market Regulation Committee may serve 
on a Panel only if the case involves 
quotations of securities, execution of 
transactions, reporting of transactions, 
or trading practices. 

The Exchange’s rules regarding 
Hearing Panel composition will allow 
Panelists to be drawn from a pool 
consisting of persons who previously 
served on the Exchange Review Council, 

the appellate body comparable to the 
Nasdaq Review Council or a 
subcommittee thereof; previously served 
as a director of the Exchange or as a 
Governor of the exchange prior to its 
acquisition by NASDAQ OMX; or 
currently serves or previously, within 
the past four years, served on the 
Exchange’s Market Regulation 
Committee. Former members of the 
FINRA National Adjudicatory Council 
would not be eligible for service on a 
Panel, however, since that aspect of the 
NASDAQ Exchange’s rules is a function 
of the NASDAQ Exchange’s genesis as a 
subsidiary of the National Association 
of Securities Dealers, FINRA’s 
predecessor. However, to ensure that 
there is an adequate supply of Panelists 
available to hear cases under the 9000 
Series rules, the Exchange will not limit 
the types of cases that may be heard by 
Panelists currently or previously serving 
on the Exchange’s Market Regulation 
Committee. The absence of this 
limitation is reflected in Equity Rules 
9212, 9221, 9231, and 9232, all of which 
differ from corresponding NASDAQ 
Exchange rules in this respect. 

The 9000 Series also contains, in IM– 
9216, a list of rules being added to the 
Exchange’s Minor Rule Violation Plan. 
These are in addition to the existing 
provisions of the Plan, as described in 
Chapter X of the Options Rules and 
Chapter XXXIV of the Grandfathered 
Rules, which remains in effect with 
respect to BOX. 

10000 Series 
The Equity Rule 10000 Series 

incorporates by reference the NASD 
Code of Arbitration Procedure for 
Customer Disputes and the NASD Code 
of Arbitration Procedure for Industry 
Disputes. The Exchange’s arbitration 
program will be administered by FINRA 
under the FINRA Regulatory Contract. 
The Equity Rule 10000 Series is 
substantively identical to the 
corresponding rules of the NASDAQ 
Exchange. 

11000 Series 
The Equity Rule 11000 Series adopts 

the Uniform Practice Code as rules of 
the Exchange, and is substantively 
identical to the corresponding NASDAQ 
Exchange rules. Exchange Rule 11890 
governs nullification and modification 
of clearly erroneous transactions on the 
Exchange, and is generally consistent 
with the corresponding NASDAQ 
Exchange rule. Trades in securities 
listed on the Exchange will be 
adjudicated under the standards 
applicable to NASDAQ Exchange-listed 
securities under that rule. In addition, 
language in the rule pertaining to trades 
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22 Securities Exchange Act Release No. 58324 
(August 7, 2008), 73 FR 46936 (August 12, 2008) 
(SR–BSE–2008–02; –23; –25; SR–BSECC–2008–01). 

occurring in the closing or opening 
crosses is omitted, since the Exchange 
will not be operating crossing sessions. 

Certificate and By-Laws 
The Exchange proposes to amend its 

Certificate of Incorporation and By-Laws 
to adopt NASDAQ OMX BX, Inc. as the 
new name of the Exchange. 

NASDAQ OMX BX Equities LLC 
The Exchange will operate the 

NASDAQ OMX BX Equities Market 
through BSX Group LLC, the same 
entity that operated the Exchange’s cash 
equities trading business prior to the 
acquisition of the Exchange by 
NASDAQ OMX. However, to reflect the 
limited liability company’s status as a 
closely held subsidiary of the Exchange, 
whose only members are the Exchange 
and the Exchange’s parent corporation, 
NASDAQ OMX, the Exchange proposes 
to amend and restate the Operating 
Agreement to vest management rights 
directly in the Exchange, rather than in 
a Board of Directors. The model for this 
corporate form is The NASDAQ Options 
Market LLC, which operates the 
NASDAQ Options Market as a 
subsidiary of the NASDAQ Exchange, 
but with management rights vested in 
the NASDAQ Exchange. The Exchange 
also proposes to change the name of the 
entity from BSX Group LLC to NASDAQ 
OMX BX Equities LLC. Although 
NASDAQ OMX will remain a Member 
of the Company to avoid certain adverse 
tax consequences that would be 
associated with contributing its 
ownership interest to the Exchange, the 
amendments to the Operating 
Agreement will leave it with no direct 
management role in the operation of the 
entity, with the exception of its role as 
‘‘tax matters member’’ under Sections 
10.9 and 12.6 and in the definition of 
‘‘Capital Account,’’ and its limited 
rights with regard to dissolution of the 
entity under Article 11 and capital 
contributions under Section 7.4. 

In addition, and also in keeping with 
the model established by the NASDAQ 
Exchange and the NASDAQ Options 
Market LLC, the Exchange and BX 
Equities LLC will enter into a Delegation 
Agreement, under which the Exchange 
will delegate certain authority to BX 
Equities LLC, and BX Equities LLC will 
agree to abide by certain regulatory 
requirements. The Delegation 
Agreement is described in greater detail 
below. 

BX Equities LLC will be an extension 
of the Exchange, and the NASDAQ 
OMX BX Equities Market and BX 
Equities LLC will be subject to self- 
regulation by the Exchange and 
oversight by the Commission. As a 

facility of the Exchange, the NASDAQ 
OMX BX Equities Market will be subject 
to the Exchange’s self-regulatory 
organization functions and the 
Exchange will have regulatory 
responsibility for the activities of the 
NASDAQ OMX BX Equities Market. The 
Exchange represents that it has the 
ability to discharge all regulatory 
functions related to the facility that it 
has undertaken to perform by virtue of 
operating the NASDAQ OMX BX 
Equities Market as a facility of the 
Exchange. 

The amended and restated Operating 
Agreement for BX Equities LLC contains 
provisions relating to the governance of 
the Company that will ensure that the 
Exchange has authority over the 
Company to fulfill the Exchange’s 
responsibility for all regulatory 
functions related to the NASDAQ OMX 
BX Equities Market. Thus, this rule 
filing is intended to establish that the 
Exchange’s corporate and self-regulatory 
structures along with the proposed 
structure of BX Equities LLC as a 
controlled subsidiary of the Exchange 
are sufficient to ensure that BX Equities 
LLC and the NASDAQ OMX BX 
Equities Market will be operated and 
regulated in a manner that is consistent 
with the Act. 

Corporate Structure 

The Commission, in approving the 
Exchange’s amended and restated 
Certificate of Incorporation and By-Laws 
in connection with its acquisition by 
NASDAQ OMX, determined that the 
Exchange’s current structure and self- 
regulatory functions are adequately 
designed to ensure the completeness 
and independence of regulation of the 
Exchange.22 NASDAQ OMX is currently 
organized as a holding company with 
multiple subsidiaries, including the 
Exchange and the NASDAQ Exchange. 
Although NASDAQ OMX does not itself 
carry out regulatory functions, its 
activities with respect to the operation 
of the Exchange were designed to be 
consistent with, and not interfere with, 
the Exchange’s self-regulatory 
obligations. Thus, NASDAQ OMX’s 
corporate documents include provisions 
that maintain the independence of the 
Exchange’s self-regulatory function from 
NASDAQ OMX, enable the Exchange to 
operate in a manner that complies with 
the federal securities laws, and facilitate 
the ability of the Exchange and the 
Commission to fulfill their regulatory 
and oversight obligations under the Act. 

For example, NASDAQ OMX 
submitted to the Commission’s 
jurisdiction with respect to activities 
relating to the Exchange, and agreed to 
provide the Commission with access to 
its books and records. NASDAQ OMX 
also agreed to keep confidential non- 
public information relating to the self- 
regulatory function of the Exchange and 
not to use such information for any non- 
regulatory purpose. In addition, the 
board of directors of NASDAQ OMX, as 
well as its officers, employees, and 
agents are required to give due regard to 
the preservation of the independence of 
the Exchange’s self-regulatory function. 
NASDAQ OMX’s By-Laws require that 
any changes to the NASDAQ OMX 
Certificate of Incorporation or By-Laws 
be submitted to the Board of Directors 
of the Exchange (‘‘Exchange Board’’), 
and, if such amendment is required to 
be filed with the Commission pursuant 
to Section 19(b) of the Act, such change 
shall not be effective until filed with, or 
filed with and approved by, the 
Commission. 

NASDAQ OMX’s Certificate of 
Incorporation imposes limits on direct 
and indirect changes in control, which 
prevent any stockholder from exercising 
undue control over the operation of the 
Exchange. Specifically, no person who 
beneficially owns NASDAQ OMX 
common stock or other voting securities 
in excess of five percent of the total 
outstanding voting securities may vote 
the excess shares. The Exchange’s rules 
also prohibit Exchange members and 
persons associated with Exchange 
members from beneficially owning more 
than twenty percent of the then- 
outstanding voting securities of 
NASDAQ OMX. These rules prevent a 
member that is a stockholder of 
NASDAQ OMX from exerting a 
controlling influence to direct or 
otherwise cause the Exchange to refrain 
from diligently monitoring and 
surveiling the member’s conduct or 
diligently enforcing its rules and the 
federal securities laws with respect to 
conduct by the member that may violate 
such provisions. 

The protections, limitations, and 
requirements provided by the structure 
established in NASDAQ OMX’s 
governing documents will continue to 
exist and, under this proposal, will 
apply with equal force to BX Equities 
LLC as a facility and subsidiary of the 
Exchange. Moreover, Commission 
approval would be required in order to 
modify the protections provided by 
NASDAQ OMX’s governing documents. 

In addition to protections contained 
in the NASDAQ OMX structure, the 
Exchange structure also provides 
protections via the composition of its 
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23 15 U.S.C. 78f(b)(3). 

Board of Directors, Board Committees, 
and several regulatory structures. Under 
the Exchange’s By-Laws, twenty percent 
of the Directors on the Exchange Board, 
which is the governing body of the 
Exchange and possesses all of the 
powers necessary for the execution of its 
responsibilities as a self-regulatory 
organization (‘‘SRO’’), must be ‘‘Member 
Representative Directors.’’ In addition, 
the number of ‘‘Non-Industry Directors’’ 
must equal or exceed the sum of the 
number of ‘‘Industry Directors’’ and 
‘‘Member Representative Directors.’’ 
The Exchange Board must also include 
at least one ‘‘Public Director’’ and at 
least one Director who is representative 
of issuers and investors. The 
requirement that twenty percent of the 
directors be ‘‘Member Representative 
Directors’’ and the means by which they 
are selected by members provides for 
the fair representation of members in 
the selection of directors and the 
administration of the Exchange 
consistent with the requirement in 
Section 6(b)(3) of the Act.23 This 
requirement helps to ensure that 
members have a voice in the use of self- 
regulatory authority, and that the 
Exchange is administered in a way that 
is equitable to all those who trade on its 
market or through its facilities. In the 
Exchange’s view, the protections 
provided by the composition and 
selection of the Exchange’s Board of 
Directors carry through to the NASDAQ 
OMX BX Equities Market by virtue of 
the fact that all of its participants will 
be members of the Exchange. As a 
result, NASDAQ OMX BX Equities 
Market participants will have an equal 
opportunity to participate in the 
selection of Member Representative 
Directors who, along with the entire 
Exchange Board, will have a duty to 
ensure that the NASDAQ OMX BX 
Equities Market is administered in a fair 
and equitable manner. 

As Exchange members, NASDAQ 
OMX BX Equities Market participants 
will also be protected by several 
committees established by the 
Exchange’s By-Laws that are composed 
solely of directors: an Executive 
Committee, a Finance Committee, a 
Management Compensation Committee, 
an Audit Committee, and a Regulatory 
Oversight Committee (‘‘ROC’’). In 
addition, the Exchange has these other 
committees that are not required to be 
composed solely of directors: the 
Exchange Listing and Hearing Review 
Committee, the Exchange Review 
Council (the ‘‘Review Council’’), a 
Nominating Committee, a Member 
Nominating Committee, a Quality of 

Markets Committee, a Market 
Operations Review Committee, an 
Arbitration and Mediation Committee, 
and a Market Regulation Committee. 
The Exchange’s committees enable it to 
carry out its responsibilities under the 
Act. 

The ROC will play a central role in 
the regulation of the Exchange and its 
facilities. It consists of three members, 
each of whom must be a Public Director 
and ‘‘independent director’’ as defined 
by NASDAQ Exchange Rule 4200. The 
ROC is responsible for monitoring the 
adequacy and effectiveness of the 
Exchange’s regulatory program, 
assessing the Exchange’s regulatory 
performance, and assisting the Exchange 
Board in reviewing the Exchange’s 
regulatory plan and the overall 
effectiveness of the Exchange’s 
regulatory functions. The ROC meets 
with the Chief Regulatory Officer 
(‘‘CRO’’) in executive session at 
regularly scheduled meetings and at any 
time upon request of the CRO or any 
member of the ROC. The ROC is 
informed about the CRO’s 
compensation, promotion, or 
termination (including reasons). Finally, 
the Exchange regulatory budget is 
presented to the ROC so that its 
members may inquire as to the 
adequacy of resources available for the 
Exchange’s regulatory program. Under 
this proposal, the ROC and the 
Exchange CRO will assume 
responsibility for regulating quoting and 
trading on the NASDAQ OMX BX 
Equities Market and conduct by its 
market participants. 

The Exchange’s CRO has general 
supervision of the regulatory operations 
of the Exchange, including overseeing 
surveillance, examination, and 
enforcement functions. The CRO will 
administer the Exchange’s regulatory 
services agreement with FINRA. 
Although the Exchange is an SRO with 
all of the attendant regulatory 
obligations under the Act, it has entered 
into the Regulatory Contract with 
FINRA, under which FINRA will 
perform certain regulatory functions on 
its behalf. In addition to performing 
certain membership functions for the 
Exchange, FINRA will perform certain 
disciplinary and enforcement functions 
for the Exchange. Generally, FINRA will 
investigate members, issue complaints, 
and conduct hearings pursuant to the 
Exchange’s rules. Appeals of 
disciplinary hearings, however, will be 
handled by the Review Council. The 
Regulatory Contract between the 
Exchange and FINRA governs the 
Exchange and its facilities and therefore 
will automatically govern the NASDAQ 

OMX BX Equities Market and Exchange 
members trading on it. 

Notwithstanding the Regulatory 
Contract, the Exchange retains ultimate 
legal responsibility for the regulation of 
its members and its market. The 
Exchange’s By-Laws and rules provide 
that it has disciplinary jurisdiction over 
its members so that it can enforce its 
members’ compliance with its rules and 
the federal securities laws. The 
Exchange’s rules also permit it to 
sanction members for violations of its 
rules and violations of the federal 
securities laws by, among other things, 
expelling or suspending members, 
limiting members’ activities, functions, 
or operations, fining or censuring 
members, or suspending or barring a 
person from being associated with a 
member. The Exchange’s rules also 
provide for the imposition of fines for 
minor rule violations in lieu of 
commencing disciplinary proceedings. 

The Exchange’s independent 
Regulation Department will carry out 
many of the Exchange’s regulatory 
functions, including administering its 
membership and disciplinary rules, and 
is functionally separate from the 
Exchange’s business lines. The 
Regulation Department includes 
MarketWatch, which will perform real- 
time intraday surveillance over the 
Exchange’s listed companies and 
participants in the NASDAQ OMX BX 
Equities Market. More specifically, 
MarketWatch will oversee the complete 
and timely disclosure of issuers’ 
material information to determine if a 
trading halt is necessary to maintain an 
orderly market for the release of 
material news. In addition, 
MarketWatch, through its automated 
detection system, will monitor the 
trading activity of each security and will 
generate a price and volume alert to aid 
in the assessment of unusual market 
activity. MarketWatch will also 
coordinate and execute the release of 
initial public offerings; administer 
market participants’ excused 
withdrawal requests; and handle the 
clearly erroneous trade adjudication 
process. If MarketWatch observes any 
activity that may involve a violation of 
Commission or Exchange rules, 
MarketWatch will immediately refer the 
activity to FINRA’s Market Regulation 
Department for further investigation and 
potential disciplinary action. 

BX Equities LLC Structure 
BX Equities LLC will be established as 

a facility of and controlled subsidiary 
owned and operated by the Exchange in 
a manner designed to extend to cash 
equities trading on the NASDAQ OMX 
BX Equities Market each and every 
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regulatory protection provided by the 
NASDAQ OMX and Exchange structures 
described above. BX Equities LLC is a 
limited liability company under the 
laws of the State of Delaware. BX 
Equities LLC will be governed by the 
amended and restated Operating 
Agreement, filed herewith. The 
Operating Agreement provides that the 
Exchange and NASDAQ OMX are the 
sole members of BX Equities LLC, and 
Articles 3 and 4 state that the Exchange 
shall have all powers necessary to act 
for BX Equities LLC, as well as to 
exercise all rights and powers conferred 
to BX Equities LLC under Delaware law. 
Section 4.2(b) requires BX Equities LLC 
and its members to comply with the 
federal securities laws and the rules and 
regulations thereunder, and to cooperate 
with the SEC and the Exchange 
pursuant to their regulatory authority. 

By virtue of BX Equities LLC’s 
structure as a facility of the Exchange, 
and the Exchange’s exclusive 
management rights, BX Equities LLC 
will, by that fact, be bound by all of the 
regulatory obligations of its SRO- 
member, and it will be endowed with 
all of the self-regulatory protections 
provided by the NASDAQ OMX and 
Exchange governance documents. BX 
Equities LLC will be under the complete 
control and discretion of the Exchange 
and can act only through the action of 
the Exchange and its officers and 
directors by virtue of the fact that there 
will be no separate BX Equities LLC 
board and all BX Equities LLC officers 
will be officers of the Exchange. The 
Exchange, in turn, is governed by its By- 
Laws, its Exchange Board, and its 
Committees, as described above. All 
actions by BX Equities LLC that, if taken 
by the Exchange would require a vote of 
the Exchange Board, will also require a 
vote of the Exchange Board. Any action 
by BX Equities LLC that, were it taken 
by the Exchange would require a 
proposed rule change under Section 19 
of the Act, will require a proposed rule 
change under Section 19 of the Act. 

Not only is BX Equities LLC limited 
to acting exclusively through the 
Exchange, it is also limited to acting 
only through officers of the Exchange. 
Under Article 5 of the Operating 
Agreement, each officer of BX Equities 
LLC will also be an officer of the 
Exchange with the same powers, 
obligations, and responsibilities as an 
officer of the Exchange. Moreover, the 
Operating Agreement requires BX 
Equities LLC officers separately to agree 
to comply with the federal securities 
laws and the rules and regulations 
thereunder, and to cooperate with the 
SEC and the Exchange pursuant to their 
regulatory authority and the provisions 

of the Operating Agreement. Any 
violation of federal securities laws by an 
individual officer acting in his or her 
capacity as a BX Equities LLC officer 
would also be a violation by an 
Exchange officer and, in both cases, 
such violations would be subject to 
Commission jurisdiction. 

Each broker-dealer that participates in 
trading on the NASDAQ OMX BX 
Equities Market must be a member of 
the Exchange. As a result, all cash 
equities trading and all market 
participants will operate pursuant to 
Exchange rules, subject to Exchange 
regulation, and Commission oversight. 
The Exchange will regulate NASDAQ 
OMX BX Equities Market activity via a 
combination of structural regulation by 
the Exchange, the Exchange Board, the 
ROC, and the Exchange CRO, real-time 
surveillance by the Exchange, and the 
Regulatory Contract with FINRA. 

The specific changes being made to 
the Operating Agreement to implement 
the structure described above are as 
follows: 

• The introductory paragraphs are 
being amended to reflect the new names 
of the Company and the Exchange, to 
remove language referring to the 
possibility of additional members 
becoming party to the Agreement, and 
to remove language describing the past 
history of the entity that is no longer 
necessary. 

• Article I is being amended to 
remove definitions of the terms 
‘‘Board’’, ‘‘BSE Facilities Services 
Agreement’’, ‘‘BeX’’, ‘‘DGCL’’, 
‘‘Directors’’, ‘‘Disclosing Member’’, 
‘‘Excess Units’’, ‘‘Initial Funding Date’’, 
‘‘Member Entities’’, ‘‘Member 
Information’’, ‘‘Ownership 
Concentration Limit’’, ‘‘Regulatory 
Services Provider’’, ‘‘Self-Regulatory 
Organization’’, ‘‘Senior Executive’’, 
‘‘Total Votes’’, ‘‘Transfer’’, ‘‘Transferee’’, 
and ‘‘Transferring Member’’. The Article 
is also being amended to add a new 
definition of ‘‘Officer’’, to simplify the 
definition of ‘‘Confidential 
Information,’’ to reflect the new name of 
the Exchange, to reflect NASDAQ 
OMX’s role as the tax matters member 
of the Company, and to amend the 
definition of ‘‘Member’’ to clearly reflect 
that NASDAQ OMX and the Exchange 
are the sole Members of the Company. 

• Article 16 and Sections 2.1, 2.8, 7.1, 
18.1, and 18.6, as well as Schedules 1, 
2, and 3, are being amended to reflect 
the new names of the Company and the 
Exchange. 

• Section 2.2 is amended to provide 
that the Exchange may determine the 
principal place of business of the 
Company. 

• Articles 6, 15, and 16 and Sections 
2.2, 2.4, 2.5, 2.8, 7.3, 7.4, 7.5, 7.6, 9.1, 
9.2, 11.1, 12.1, 12.2, 14.1, 18.1 are 
amended to reflect that management 
authority is vested in the Exchange 
directly, rather than in a Board of 
Directors. 

• Section 2.8(e) is being amended to 
stipulate that the legend printed on 
certificates representing ownership 
interests in the Company must include 
language stating that the interests may 
not be sold, assigned or transferred 
unless such sale, assignment or transfer 
has been filed with and approved by the 
Commission under Section 19 of the 
Act 24 and the rules promulgated 
thereunder. 

• Articles 3, 4, and 5 are being 
amended in their entirety to adopt 
language drawn from LLC Agreement of 
The NASDAQ Options Market LLC. The 
effect of the language is to place 
management authority directly in the 
Exchange. As a result, provisions 
relating to the current governance 
structure of the entity are being 
removed. Moreover, because BX 
Equities LLC will be operated directly 
by the Exchange, references to the BSE 
Facilities Services Agreement formerly 
in place between the Exchange and BSX 
Group LLC are being deleted. The new 
provisions include language stating that: 
Æ BX Equities LLC’s purposes include 

(i) supporting the operation, regulation, 
and surveillance of a cash equities 
exchange, (ii) preventing fraudulent and 
manipulative acts and practices, 
promoting just and equitable principles 
of trade, fostering cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in securities, 
removing impediments to and 
perfecting the mechanisms of a free and 
open market and a national market 
system, and, in general, protecting 
investors and the public interest, (iii) 
supporting the various elements of the 
national market system pursuant to 
Section 11A of the Act and the rules 
thereunder, (iv) fulfilling self-regulatory 
responsibilities, and (v) supporting such 
other initiatives as the Members may 
deem appropriate. 
Æ BX Equities LLC and its Members 

shall comply with the federal securities 
laws and the rules and regulations 
thereunder; shall cooperate with the 
SEC and the Exchange pursuant to its 
regulatory authority and the provisions 
of the Operating Agreement; and shall 
engage in conduct that fosters and does 
not interfere with BX Equities LLC’s 
ability: to prevent fraudulent and 

VerDate Aug<31>2005 15:14 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00095 Fmt 4703 Sfmt 4703 E:\FR\FM\19NON1.SGM 19NON1cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 N

O
T

IC
E

S



69694 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Notices 

25 15 U.S.C. 78s. 

manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in, securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. 
Æ All persons appointed as officers of 

the Company must also be officers of the 
Exchange. Each officer shall comply 
with the federal securities laws of the 
United States and the rules and 
regulations thereunder; shall cooperate 
with the SEC pursuant to its regulatory 
authority and the provisions of the 
Operating Agreement; and shall engage 
in conduct that fosters and does not 
interfere with the Company’s ability: to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, to foster 
cooperation and coordination with 
persons engaged in regulating, clearing, 
settling, processing information with 
respect to, and facilitating transactions 
in, securities, to remove impediments to 
and perfect the mechanism of a free and 
open market and a national market 
system, and, in general, to protect 
investors and the public interest. 
Æ Article 8 and Section 7.3 are being 

amended to stipulate that the Members 
may not transfer membership Units, and 
BX Equities LLC may not issue 
additional Units, without the approval 
of the SEC pursuant to Section 19 of the 
Act 25 and the rules promulgated 
thereunder. Because any transfer or 
dilution would require direct SEC 
approval, the more complex provisions 
of Article 8 relating to transfers, 
ownership concentration limits, and 
voting limits are being deleted as 
unnecessary. 

• Article 11 is being amended to 
make provisions relating to dissolution 
of the Company more consistent with 
comparable provisions in the LLC 
Agreement of The NASDAQ Options 
Market LLC. 

• Section 12.3 is being amended to 
make the fiscal year of the Company 
consistent with that of NASDAQ OMX. 

• Article 14 and Sections 7.5, 18.1 
and 18.10 (redesignated as Section 18.8) 
are being amended to remove references 
to ‘‘Related Agreements’’ that were 
formerly in place between the Exchange 
and BSX Group LLC but that are 
unnecessary due to the Exchange’s 
direct rights to manage the Company. 

• Article 15 is being deleted as 
unnecessary in light of, and in some 
respects inconsistent with, the 
Exchange’s direct management 
authority. 

• Most of Article 16 and all of Article 
17 are being deleted, because specific 
restrictions on intellectual property and 
use of confidential information are 
unnecessary in the context of a closely 
held entity such as BX Equities LLC. 
However, current Section 16.7 
(redesignated as Article 16), which 
relates to confidential regulatory 
information, is being retained. 
Similarly, Section 18.8 is being deleted 
as unnecessary in the context of a 
closely held subsidiary. 

• Sections 18.6 and 18.12 
(redesignated as 18.10) are being 
amended to make changes to conform to 
changes made elsewhere in the 
Operating Agreement. 

• Schedule 3 is being amended to 
eliminate representations and 
warranties and covenants that are 
unnecessary in light of BX Equities 
LLC’s status as a closely held 
subsidiary, and to make conforming 
changes. In light of the proposal to 
operate the NASDAQ OMX BX Equities 
Market through BX Equities LLC, 
however, the provisions describing the 
Exchange’s capital contribution to BX 
Equities LLC are substantively 
unchanged. Schedule 4, which 
described the BSE Facility Services 
Agreement, is being deleted, in light of 
the proposal to adopt a Delegation 
Agreement as described below. 

Delegation Agreement 
The Exchange intends to delegate to 

BX Equities LLC certain limited 
responsibilities and obligations solely 
with respect to the operation of a cash 
equities trading facility pursuant to a 
Delegation Agreement. The delegation is 
limited to the Exchange’s cash equities 
market functions and does not include 
other functions not specifically 
mentioned in the limited delegation. 

Specifically, the Exchange will 
delegate performance of the following 
functions to BX Equities LLC pursuant 
to the Delegation Agreement: 

1. To operate the NASDAQ OMX BX 
Equities Market, including automated 
systems supporting it. 

2. To provide and maintain a 
communications network infrastructure 
linking market participants for the 
efficient process and handling of 
quotations, orders, transaction reports 
and comparisons of transactions in cash 
equities. 

3. To act as a Securities Information 
Processor for quotations and transaction 
information related to securities traded 

on the NASDAQ OMX BX Equities 
Market and any trading facilities 
operated by BX Equities LLC. 

4. To administer the participation of 
the Exchange in the National Market 
System plans governing the quoting, 
trading, and regulation of cash equities 
and Commission regulations related 
thereto. 

5. To collect, process, consolidate and 
provide to the Exchange accurate 
information requisite to operation of a 
surveillance audit trail for the quoting 
and trading of cash equities. 

6. To establish and assess access fees, 
transaction fees, market data fees and 
other fees for the products and services 
offered by BX Equities LLC. 

7. To develop, adopt and administer 
rules governing participation in the 
NASDAQ OMX BX Equities Market. 

8. To refer to the Exchange any 
complaints of a regulatory nature 
involving potential rule violations by 
member organizations or employees. 

9. To establish the annual budget for 
BX Equities LLC for approval by the 
Exchange. 

10. To determine allocation of BX 
Equities LLC resources. 

11. To manage external relations on 
matters related to trading on and the 
operation and functions of the NASDAQ 
OMX BX Equities Market with Congress, 
the Commission, state regulators, other 
SROs, business groups, and the public. 

The Exchange will have ultimate 
responsibility for the operations, rules 
and regulations developed by the 
NASDAQ OMX BX Equities Market, as 
well as their enforcement. Actions taken 
pursuant to delegated authority will 
remain subject to review, approval or 
rejection by the board of directors of the 
Exchange in accordance with 
procedures established by that board of 
directors. 

In addition, the Exchange will 
expressly retain the following authority 
and functions: 

1. To exercise overall responsibility 
for ensuring that statutory and self- 
regulatory obligations and functions of 
the Exchange are fulfilled and to 
perform any duties and functions not 
delegated. 

2. To delegate authority to BX 
Equities LLC to take actions on behalf of 
the Exchange. 

3. To direct BX Equities LLC to take 
action necessary to effectuate the 
purposes and functions of the Exchange, 
consistent with the independence of the 
Exchange’s regulatory functions, 
exchange rules, policies and procedures 
and the federal securities laws. 

In addition, for so long as BX Equities 
LLC has any delegated market 
responsibility pursuant to the 
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Delegation Agreement, BX Equities LLC 
agrees that: 

1. To the fullest extent permitted by 
applicable law, all confidential 
information pertaining to the self- 
regulatory function of the Exchange or 
any delegated market responsibility 
(including but not limited to 
disciplinary matters, trading data, 
trading practices and audit information) 
contained in the books and records of 
the Exchange that shall come into the 
possession of BX Equities LLC shall: (a) 
Not be made available to any person 
(other than as provided in the proviso 
at the end of this sentence) other than 
to those officers, employees and agents 
of the BX Equities LLC who have a 
reasonable need to know the contents 
thereof; (b) be retained in confidence by 
BX Equities LLC and the officers, 
employees and agents of BX Equities 
LLC; and (c) not be used for any 
commercial purposes; provided, that 
nothing in this sentence shall be 
interpreted so as to limit or impede the 
rights of the Commission or the 
Exchange to access and examine such 
confidential information pursuant to the 
federal securities laws and the rules and 
regulations thereunder, or to limit or 
impede the ability of any officers, 
employees or agents of BX Equities LLC 
to disclose such confidential 
information to the Commission or the 
Exchange. 

2. BX Equities LLC’s books and 
records shall be subject at all times to 
inspection and copying by (a) the 
Commission and (b) by the Exchange. 

3. BX Equities LLC’s books and 
records shall be maintained within the 
United States. 

4. The books, records, premises, 
officers, and employees of BX Equities 
LLC shall be deemed to be the books, 
records, premises, officers and 
employees of the Exchange for purposes 
of and subject to oversight pursuant to 
the Act. 

5. BX Equities LLC shall comply with 
the federal securities laws and the rules 
and regulations thereunder and shall 
cooperate with the Commission and the 
Exchange pursuant to and to the extent 
of its regulatory authority, and shall take 
reasonable steps necessary to cause its 
agents to cooperate, with the 
Commission and, where applicable, the 
Exchange pursuant to their regulatory 
authority. 

6. BX Equities LLC and its officers 
and employees shall give due regard to 
the preservation of the independence of 
the self-regulatory function of the 
Exchange and to obligations to investors 
and the general public and shall not 
take any actions that would interfere 
with the effectuation of any decisions by 

the board of directors or managers of the 
Exchange relating to their regulatory 
functions (including disciplinary 
matters) or that would interfere with the 
ability of the Exchange to carry out its 
responsibilities under the Act. 

7. BX Equities LLC, its officers, and 
those of its employees whose principal 
place of business and residence is 
outside of the United States shall be 
deemed to irrevocably submit to the 
jurisdiction of the United States federal 
courts and the Commission for the 
purposes of any suit, action or 
proceeding pursuant to the United 
States federal securities laws and the 
rules and regulations thereunder, 
commenced or initiated by the 
Commission arising out of, or relating 
to, the activities of the Exchange or any 
delegated market responsibility (and 
shall be deemed to agree that BX 
Equities LLC may serve as the U.S. agent 
for purposes of service of process in 
such suit, action or proceeding), and BX 
Equities LLC and each such officer or 
employee, in the case of any such officer 
or employee by virtue of his acceptance 
of any such position, shall be deemed to 
waive, and agree not to assert by way of 
motion, as a defense or otherwise in any 
such suit, action or proceeding, any 
claims that it or they are not personally 
subject to the jurisdiction of the 
Commission, that such suit, action or 
proceeding is an inconvenient forum or 
that the venue of such suit, action or 
proceeding is improper, or that the 
subject matter thereof may not be 
enforced in or by such courts or agency. 

For so long as BX Equities LLC has 
any delegated market responsibility 
pursuant to the Delegation Agreement, 
the Exchange agrees that it may not 
transfer or assign any of its ownership 
of BX Equities LLC. The Delegation 
Agreement may not be modified except 
pursuant to a written agreement among 
the Exchange and BX Equities LLC; 
provided that, prior to the effectiveness 
of any such amendment, such 
amendment shall be filed with, and 
approved by, the Commission under 
Section 19 of the Act and the rules 
promulgated thereunder. 

2. Statutory Basis 
The Exchange believes that the 

proposed rule change is consistent with 
the provisions of Section 6 of the Act,26 
in general, and with Section 6(b)(1) and 
(b)(5) of the Act,27 in particular, in that 
the proposal enables the Exchange to be 
so organized as to have the capacity to 
be able to carry out the purposes of the 
Act and to comply with and enforce 

compliance by Exchange Members and 
persons associated with Exchange 
Members with provisions of the Act, the 
rules and regulations thereunder, and 
the rules of the Exchange; and is 
designed to prevent fraudulent and 
manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will result in 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act, as amended. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

Written comments were neither 
solicited nor received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding or 
(ii) as to which the self-regulatory 
organization consents, the Commission 
will: 

(A) By order approve the proposed 
rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 58333 

(August 8, 2008), 73 FR 47991 (‘‘Notice’’). 
4 See letter to Florence E. Harmon, Acting 

Secretary, Commission, from Melissa MacGregor, 
Vice President and Assistant General Counsel, 
Securities Industry and Financial Markets 
Association (‘‘SIFMA’’) dated September 4, 2008 
(‘‘SIFMA Letter’’). 

5 In Amendment No. 1, FINRA responded to 
issues raised in the SIFMA Letter. In that regard, 
FINRA proposed to amend FINRA Rule 2360(b)(18) 
to allow a Limited Principal-General Securities 
Sales Supervisor to accept the discretionary options 
account. 

6 For example, Rule 9b–1(d) under the Act 
requires a broker-dealer to furnish a customer with 
a copy of the options disclosure document before 
accepting an options order from a customer. 17 CFR 
240.9b–1(d). 

Number SR–BSE–2008–48 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–BSE–2008–48. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Section, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of the filing will also be available 
for inspection and copying at the 
principal office of the self-regulatory 
organization. All comments received 
will be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–BSE– 
2008–48 and should be submitted on or 
before December 10, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.28 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27422 Filed 11–18–08; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58932; File No. SR–FINRA– 
2008–032] 

Self-Regulatory Organizations; 
Financial Industry Regulatory 
Authority, Inc.; Notice of Filing of 
Amendment No. 1 and Order Granting 
Accelerated Approval to a Proposed 
Rule Change, as Modified by 
Amendment No. 1, To Adopt FINRA 
Rules 2350 Through 2359 (Regarding 
Trading in Index Warrants, Currency 
Index Warrants, and Currency 
Warrants), FINRA Rule 2360 (Options), 
and FINRA Rule 2370 (Security 
Futures) in the Consolidated FINRA 
Rulebook 

November 12, 2008. 

I. Introduction 

On July 29, 2008, the Financial 
Industry Regulatory Authority, Inc 
(‘‘FINRA’’) (f/k/a National Association 
of Securities Dealers, Inc. (‘‘NASD’’)), 
filed with the Securities and Exchange 
Commission (‘‘Commission’’), pursuant 
to Section 19(b)(1) of the Securities 
Exchange Act of 1934 (‘‘Act’’) 1 and Rule 
19b–4 thereunder,2 a proposed rule 
change to adopt NASD Rules 2840 
through 2853 regarding Trading in 
Index Warrants, Currency Index 
Warrants, and Currency Warrants, 2860 
(Options), and 2865 (Security Futures) 
as FINRA Rules 2350 through 2359, 
2360, and 2370, respectively, in the 
consolidated FINRA rulebook 
(‘‘Consolidated FINRA Rulebook’’), and 
to delete the corresponding provisions 
in Incorporated NYSE Rules 414 (Index 
and Currency Warrants), 424 (Report of 
Options), and the 700 Series (Option 
Rules). The proposed rule change was 
published for comment in the Federal 
Register on August 15, 2008.3 The 
Commission received one comment 
letter on the proposed rule change.4 
FINRA filed Amendment No. 1 to the 
proposed rule change on October 8, 
2008.5 

II. Description 

FINRA proposes to adopt, with minor 
changes described below: (1) NASD 
Rules 2840 through 2853 (regarding 
Trading in Index Warrants, Currency 
Index Warrants, and Currency Warrants) 
as FINRA Rules 2350 through 2359; (2) 
NASD Rule 2860 (Options) as FINRA 
Rule 2360; and (3) NASD Rule 2865 
(Security Futures) as FINRA Rule 2370. 

Warrants, options, and security 
futures rules were adopted by FINRA to 
address the specific risks that pertain to 
these derivative securities, and to 
implement provisions of the federal 
securities laws and Commission rules.6 
These rules include, among other 
things, provisions requiring specific 
disclosure documents, additional 
diligence in approving the opening of 
accounts, and specific requirements for 
confirmations, account statements, 
suitability, recordkeeping, and 
reporting. The rules also contain 
provisions imposing limits on the size 
of an options or warrant position and on 
the number of options contracts or 
warrants that can be exercised during a 
fixed period. 

Warrant Rules 

FINRA proposes to adopt NASD rules 
on index warrants, currency index 
warrants, and currency warrants, NASD 
Rules 2840 through 2853, as FINRA 
Rules 2350 through 2359, in 
substantially the form they exist today. 
The proposed rule change would 
reorganize certain requirements, 
grouping them along similar subject 
matter lines, by combining the 
statement of general applicability and 
definitions into a single rule (FINRA 
Rule 2351), and creating a single rule 
addressing position and exercise limits 
and liquidations (FINRA Rule 2359). 

Options Rule 

FINRA proposes to adopt NASD Rule 
2860 as FINRA Rule 2360 with minor 
modifications to: (1) Delete obsolete 
definitions; (2) change all references to 
‘‘Registered Options and Security 
Futures Principal’’ to ‘‘Registered 
Options Principal;’’ (3) permit a Limited 
Principal-General Securities Sales 
Supervisor to approve the opening of an 
options account; (4) modify the 
confirmation disclosure requirements 
consistent with recent changes to the 
equity confirmation disclosure 
requirements; (5) incorporate NASD 
Interpretative Materials 2860–1 and 
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7 See Notice, supra note 3, for a discussion of 
these proposed revisions. 

8 See Securities Exchange Act Release No. 57775 
(May 5, 2008), 73 FR 26453 (May 9, 2008) (SR– 
FINRA–2007–035) (‘‘Release No. 34–57775’’). 

9 As provided in NASD Rule 1022(f)(5), any 
Registered Options Principal that supervises 
security futures products must complete a firm- 
element continuing education program that 
addresses security futures and a principal’s 
responsibilities for supervising such products. 

10 See Release No. 34–57775, supra note 8, 
relating to recent changes to FINRA’s options rule. 

11 FINRA advises that, in several instances, the 
Incorporated NYSE Rules are no longer applicable 
by their own terms as the NYSE no longer trades 
options. 

12 In approving this proposal, the Commission has 
considered the proposed rule’s impact on 
efficiency, competition, and capital formation. See 
15 U.S.C. 78c(f). 

13 15 U.S.C. 78o–3(b)(6). 

14 See Securities Exchange Act Release No. 58814 
(October 20, 2008), 73 FR 63527 (October 24, 2008) 
(SR–Amex–2008–53). 

2860–2 into the rule text or as 
Supplementary Material; and (6) codify 
as Supplementary Material the 
provisions in NASD Notice to Members 
07–03 (‘‘Notice 07–03’’) regarding 
control relationships.7 

Security Futures Rule 
FINRA proposes to adopt NASD Rule 

2865 as FINRA Rule 2370 with minor 
changes to preserve the general parallel 
treatment of options and security 
futures. In particular, FINRA proposes 
to update the provisions regarding 
discretionary accounts to conform to 
recent rule amendments made to the 
options rule.8 Under the proposed rule 
change, each firm must designate 
specific principals qualified to 
supervise security futures activities to 
review discretionary accounts.9 A 
principal other than the principal who 
accepted the account would review the 
acceptance of each discretionary 
account to determine that the principal 
accepting the account had a reasonable 
basis for believing that the customer was 
able to understand and bear the risks of 
the strategies or transactions proposed 
and must maintain a record of the basis 
for such determination. 

To mirror recent changes to the 
options rule, the proposed rule change 
would eliminate the requirement that 
discretionary orders be approved on the 
day of entry by a principal qualified to 
supervise security futures activities if a 
firm uses computerized surveillance 
tools. Discretionary orders for firms 
using computerized surveillance tools 
instead may be reviewed in accordance 
with the member firm’s written 
supervisory procedures. Firms that do 
not use computerized surveillance tools 
must, as they do today, establish and 
implement procedures requiring 
principals qualified to supervise 
security futures activities who have 
been designated to review discretionary 
accounts to approve and initial each 
discretionary order on the day 
entered.10 

Finally, FINRA proposes to limit the 
duration of the time and price 
discretionary authority to the end of the 
business day on which the customer 
granted such discretion, absent specific 

written contrary indication signed and 
dated by the customer. This limitation 
would not apply to discretion exercised 
in an institutional account, as defined in 
NASD Rule 3110(c)(4), pursuant to 
Good-Till-Canceled instructions issued 
on a ‘‘not held’’ basis. The proposed 
rule change would require that any 
exercise of time and price discretion be 
reflected on the order ticket. These 
changes mirror the limitations to 
discretionary authority provided in 
NASD Rule 2510(d) and the options 
rule. 

Deleted Rules 

FINRA proposes to delete the 
following Incorporated NYSE Rules as 
the substance of such rules is addressed 
in the proposed FINRA rules: 11 
Incorporated NYSE Rules 414 (Index 
and Currency Warrants); 424 (Reports of 
Options); 700 (Applicability, Definitions 
and References); 704 (Position Limits); 
705 (Exercise Limits); 707 (Liquidation 
of Positions); 709 (Other Restrictions on 
Exchange Option Transactions and 
Exercises); 720 (Registration of Options 
Principals); 721 (Opening of Accounts); 
722 (Supervision of Accounts); 723 
(Suitability); 724 (Discretionary 
Accounts); 725 (Confirmations); 726 
(Delivery of Options Disclosure 
Document and Prospectus); 727 
(Transactions with Issuers); 728 
(Restricted Stock); 730 (Statement of 
Accounts); 732 (Customer Complaints); 
780 (Exercise of Option Contracts); 781 
(Allocation of Exercise Assignment 
Notices); and 791 (Communications to 
Customers). 

FINRA will announce the 
implementation date of the proposed 
rule change in a Regulatory Notice to be 
published no later than 60 days 
following Commission approval. 

III. Discussion and Commission’s 
Findings 

After careful review of the proposed 
rule change, and the comment letter and 
FINRA’s response, the Commission 
finds that the proposed rule change is 
consistent with the requirements of the 
Act and the rules and regulations 
thereunder applicable to a national 
securities association.12 In particular, 
the Commission finds that the proposed 
rule change is consistent with Section 
15A(b)(6) of the Act,13 which requires, 

among other things, that FINRA rules 
must be designed to prevent fraudulent 
and manipulative acts and practices, to 
promote just and equitable principles of 
trade, and in general to protect investors 
and the public interest. 

The Commission notes that the 
warrant rules (NASD Rules 2840 
through 2853) and the security futures 
rule (NASD Rule 2865) are being 
incorporated into the Consolidated 
FINRA Rulebook in substantially the 
same form that exists today, with only 
minor changes to improve the 
organization of the rules and to ensure 
parallel treatment of options and 
security futures. NASD Rule 2860 also 
will be incorporated into the 
Consolidated FINRA Rulebook in 
substantially the same form that exists 
today, except for modifications to: (1) 
Delete obsolete definitions; (2) change 
all references to ‘‘Registered Options 
and Security Futures Principal’’ to 
‘‘Registered Options Principal;’’ (3) 
permit a Limited Principal-General 
Securities Sales Supervisor to approve 
the opening of an options account; (4) 
allow a Limited Principal-General 
Securities Sales Supervisor (Series 9/10) 
in addition to a Registered Options 
Principal (Series 4) to accept the 
discretionary options account; (5) 
modify the confirmation disclosure 
requirements consistent with recent 
changes to the equity confirmation 
disclosure requirements; 14 (6) 
incorporate NASD Interpretative 
Materials 2860–1 and 2860–2 into the 
rule text or as Supplementary Material; 
and (7) codify as Supplementary 
Material the provisions in NASD Notice 
to Members 07–03 (‘‘Notice 07–03’’) 
regarding control relationships. Lastly, 
Incorporated NYSE Rules 414, 424, 700, 
705, 707, 709, 720–728, 730, 732, 780– 
781, 791 are being deleted because the 
substance of these rules is addressed in 
the proposed FINRA Rules. 

SIFMA submitted a comment letter 
that generally supported the proposal, 
but requested one change and one 
clarification in the area of options 
discretionary accounts. The proposed 
rule, as is the case today in NASD Rule 
2860(b)(18), requires that a Registered 
Options Principal, other than the 
Registered Options Principal who 
accepted the account, review the 
acceptance of each discretionary 
account to determine that the Registered 
Options Principal accepting the account 
had a reasonable basis for believing that 
the customer was able to understand 
and bear the risk of the strategies or 
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15 See proposed FINRA Rule 2360(b)(18)(A)(ii). 
16 See SIFMA Letter at 2, supra note 4. 
17 Id. 
18 Id. 
19 See Amendment No. 1, supra note 5. 
20 As examples of discretionary options accounts 

rules on other exchanges, FINRA pointed to 
Chicago Board Options Exchange (‘‘CBOE’’) Rule 
9.10, American Stock Exchange Rule 924, NASDAQ 
OMX PHLX Rule 1027, and Boston Options 
Exchange Chapter XI Section 12. FINRA also noted 
that the International Securities Exchange has filed 
a proposed rule change (SR–ISE–2008–21) with the 
Commission to make conforming changes to its 
Rule 611 (Discretionary Accounts). 

21 See Amendment No. 1, supra note 5, at 4. 

22 Interpretations and Policies .02 to CBOE Rule 
9.2 specifies that the review of the acceptance of a 
discretionary account must be performed by a 
Series 4 qualified individual. See Securities 
Exchange Act Release No. 56971 (December 14, 
2007), 72 FR 72804 (December 21, 2007) (SR– 
CBOE–2007–106). 

23 See Amendment No. 1, supra note 5, at 4. 
24 Id. 
25 15 U.S.C. 78s(b)(2). 
26 See Securities Exchange Act Release Nos. 

56492 (September 21, 2007), 72 FR 54952 
(September 27, 2007) (SR–CBOE–2007–106); and 
56971 (December 14, 2007), 72 FR 72804 (December 
21, 2007) (SR–CBOE–2007–106). 

27 15 U.S.C. 78s(b)(5). 

transactions proposed.15 SIFMA 
believes that discretionary options 
accounts ‘‘are subject to sufficient 
supervisory scrutiny and the additional 
requirement of a second approval is 
unnecessary to protect investors’’ in 
light of the frequent supervisory review 
of the activity in the account by a 
Registered Options Principal who is not 
exercising the discretionary authority.16 
In the event that FINRA believes that a 
second approval is necessary, SIFMA 
‘‘strongly urges’’ that FINRA permit the 
acceptance of the discretionary account, 
as well as the review of the acceptance 
of the discretionary account, to be 
performed by either a Registered 
Options Principal (Series 4) or a Limited 
Principal-General Securities Sales 
Supervisor (Series 9/10).17 Lastly, 
SIFMA requested clarification in FINRA 
Rule 2360(b)(18) that the frequent 
supervisory review by a Registered 
Options Principal who is not exercising 
the discretionary authority may be 
performed by a Limited Principal- 
General Securities Sales Supervisor 
(Series 9/10) in addition to a Registered 
Options Principal (Series 4).18 

In response to the SIFMA Letter, 
FINRA filed Amendment No. 1 to the 
proposed rule change.19 In Amendment 
No. 1, FINRA noted that SIFMA 
commented on provisions that were the 
subject of recent amendments as part of 
FINRA’s overall revisions to options 
supervision. According to FINRA, the 
proposed rule change simply moves into 
the FINRA consolidated rulebook the 
current NASD provisions, which are 
generally consistent across the options 
exchanges.20 FINRA disagreed with 
SIFMA’s assertion that review of the 
acceptance of a discretionary options 
account is ‘‘unnecessary to protect 
investors.’’ FINRA stated that it 
continues to believe that heightened 
supervision in the form of requiring a 
review of the acceptance of a 
discretionary options account is both 
appropriate and necessary.21 FINRA 
noted however, that consistent with the 

rules of the CBOE,22 it proposes to 
amend FINRA Rule 2360(b)(18) to 
permit greater flexibility and allow a 
Limited Principal-General Securities 
Sales Supervisor (Series 9/10) in 
addition to a Registered Options 
Principal (Series 4) to accept the 
discretionary options account.23 FINRA 
believed, consistent with the CBOE 
provision, that the review of the 
acceptance of a discretionary options 
account must be performed by a 
Registered Options Principal (Series 4). 
Similarly, FINRA believed that the 
‘‘frequent appropriate supervisory 
review by a Registered Options 
Principal who is not exercising the 
discretionary authority’’ should be 
performed by a Registered Options 
Principal (Series 4).24 

The Commission believes that the 
proposed rule change to incorporate 
rules relating to warrants, options, and 
security futures into the Consolidated 
FINRA Rulebook and to delete 
corresponding NYSE Incorporated Rules 
is appropriate. In addition the 
Commission believes that the revision to 
the proposed rule text and the 
clarification contained in Amendment 
No. 1 appropriately address the issues 
raised in the SIFMA Letter. 

The Commission finds good cause, 
pursuant to Section 19(b)(2) of the 
Act,25 for approving the proposed rule 
change, as modified, prior to the 
thirtieth day after the date of 
publication of notice in the Federal 
Register. FINRA’s proposed changes, 
with the exception of the proposed 
revisions contained in Amendment No. 
1, were published for comment by the 
Commission. The Commission believes 
that the proposed changes to FINRA 
Rule 2360 that are part of Amendment 
No. 1 are consistent with Interpretations 
and Policies .02 to CBOE Rule 9.2, 
which was published for comment and 
approved by the Commission.26 
Accordingly, the Commission finds that 
there is good cause, consistent with 
Section 6(b)(5) of the Act,27 to approve 
the proposed rule change, as modified 

by Amendment No. 1, on an accelerated 
basis. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change, as modified by Amendment No. 
1, is consistent with the Act. Comments 
may be submitted by any of the 
following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–FINRA–2008–032 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–FINRA–2008–032. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of the filing also will be available 
for inspection and copying at the 
principal office of FINRA. All comments 
received will be posted without change; 
the Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–FINRA– 
2008–032 and should be submitted on 
or before December 10, 2008. 
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28 15 U.S.C. 78s(b)(2). 
29 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 17 CFR 240.19b–4(f)(6). 

4 On September 25, 2008, the SEC approved 
proposed rule change SR–FINRA–2008–021, in 
which FINRA proposed, among other things, to 
adopt the NASD 8000 Series as the FINRA Rule 
8000 Series (Investigations and Sanctions) in the 
Consolidated FINRA Rulebook. See Securities 
Exchange Act Release No. 58643 (September 25, 
2008), 73 FR 57174 (October 1, 2008) (Order 
Approving SR–FINRA–2008–021; SR–FINRA– 
2008–022; SR–FINRA–2008–026; SR–FINRA–2008– 
028 and SR–FINRA–2008–029). As part of that 
proposed rule change, FINRA adopted the 
provisions of NASD Rule 8210 as new FINRA Rule 
8210 with certain non-material changes. FINRA has 
set December 15, 2008 as the implementation date 
of SR–FINRA–2008–021, see FINRA Regulatory 
Notice 08–57 (October 16, 2008) (FINRA 
Announces SEC Approval and Effective Date for 
New Consolidated FINRA Rules). 

Because FINRA Rule 8210 has not yet been 
implemented and the corresponding NASD Rule 
8210 remains operative until December 15, 2008, 
the proposed rule change would amend both NASD 
Rule 8210 and FINRA Rule 8210. On December 15, 
2008, NASD Rule 8210, as amended pursuant to 
this proposed rule change, will be deleted in 
accordance with SR–FINRA–2008–021, without a 
further filing. 

5 See Article III of the Restated Certificate of 
Incorporation of National Association of Securities 
Dealers, Inc., available at http:// 
finra.complinet.com. 

6 See generally, Del. Code Ann. tit. 8, §§ 122, 
122(13) (2008). 

7 FINRA notes that it is obligated under the Act 
to provide the Commission records upon request. 
15 U.S.C. 78q(a)(1). 

V. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,28 that the 
proposed rule change (SR–FINRA– 
2008–032), as modified by Amendment 
No. 1, be, and hereby is, approved. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.29 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27425 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58937; File No. SR–FINRA– 
2008–056] 

Self-Regulatory Organizations; 
Financial Industry Regulatory 
Authority, Inc.; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change Relating to Information 
Sharing Agreements With Domestic 
Federal Agencies, or Subdivisions 
Thereof, and Foreign Regulators 

November 13, 2008. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that on November 
6, 2008, Financial Industry Regulatory 
Authority, Inc. (‘‘FINRA’’) (f/k/a 
National Association of Securities 
Dealers, Inc. (‘‘NASD’’)) filed with the 
Securities and Exchange Commission 
(‘‘SEC’’ or ‘‘Commission’’) the proposed 
rule change as described in Items I and 
II below, which Items have been 
prepared by FINRA. FINRA has 
designated the proposed rule change as 
constituting a ‘‘non-controversial’’ rule 
change under paragraph (f)(6) of Rule 
19b–4 under the Act,3 which renders 
the proposal effective upon receipt of 
this filing by the Commission. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

FINRA is proposing to amend FINRA 
Rule 8210 to expressly permit FINRA to 
enter into information-sharing 
agreements with domestic federal 

agencies, or subdivisions thereof, and 
foreign regulators.4 

The text of the proposed rule change 
is available at FINRA’s Web site at 
www.finra.org, at the principal office of 
FINRA and at the Commission’s Public 
Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
FINRA included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. FINRA has prepared 
summaries, set forth in sections A, B, 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
FINRA Rule 8210 confers on FINRA 

staff the authority to compel a member 
and persons associated with a member 
to provide documents and testimony, or 
allow inspection and copying of a 
member’s books and records, in 
connection with an investigation, 
complaint, examination or adjudicatory 
proceeding. The rule additionally 
permits FINRA staff to exercise such 
authority in furtherance of an 
investigation, complaint, examination or 
proceeding conducted by another 
domestic or foreign regulator with 
which FINRA has entered into an 
agreement providing for the exchange of 

information and other forms of material 
assistance for regulatory purposes. 

FINRA’s Restated Certificate of 
Incorporation allows it to do all acts 
permissible under Delaware state law.5 
Delaware Corporation Law allows 
FINRA to contract generally.6 FINRA 
considers the exchanging of information 
with certain other regulators, pursuant 
to agreements, to be an important part 
of its regulatory program. 

The proposed rule change would 
make explicit the authority to enter into 
agreements with domestic federal 
agencies, or subdivisions thereof, and 
foreign regulators and to share 
information with them, irrespective of 
whether the information was obtained 
in furtherance of an existing 
investigation or other regulatory action 
by another regulator. Instead, the 
proposal would expressly allow FINRA 
to share any information in its 
possession for any regulatory purpose 
set forth in the agreement. 

The proposal would require that any 
such agreements entered into by FINRA 
include a provision obligating the other 
regulator, in accordance with the terms 
of the agreement, to treat any shared 
information confidentially and to assert 
such confidentiality and other 
applicable privileges in response to any 
requests for such information from third 
parties. In addition, the proposal would 
impose two further conditions on 
agreements with a foreign regulator. 
First, an agreement could only be 
consummated with a foreign regulator 
that has jurisdiction over common 
regulatory matters; i.e., those involving 
investor protection or market integrity. 
Second, the agreement would require 
reciprocity from the other regulator to 
share information of regulatory interest 
and concern to FINRA. FINRA believes 
it important to expressly evidence in the 
rule and related filing its intent that the 
disclosure of non-public information 
pursuant to a memorandum of 
understanding not be viewed in any 
manner as a waiver of FINRA’s right to 
protect the information, as appropriate, 
from further disclosure. The proposed 
rule change would not impose the 
additional conditions on information 
sharing agreements with domestic 
federal agencies or subdivisions 
thereof.7 
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8 15 U.S.C. 78o–3(b)(6). 

9 15 U.S.C. 78s(b)(3)(A). 
10 17 CFR 240.19b–4(f)(6). Rule 19b–4(f)(6)(iii) 

requires a self-regulatory organization to provide 
the Commission with written notice of its intent to 
file the proposed rule change, along with a brief 
description and text of the proposed rule change, 
at least five business days prior to the date of filing 
of the proposed rule change, or such shorter time 
as designated by the Commission. FINRA fulfilled 
this requirement. 

11 For purposes only of waiving the 30-day 
operative delay, the Commission has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 12 17 CFR 200.30–3(a)(12). 

FINRA believes that such agreements 
will become increasingly necessary as 
the financial markets continue to 
globalize and require cross-market 
regulation. Furthermore, FINRA 
believes information sharing may 
become a more critical component to 
domestic regulation of the securities 
industry. Accordingly, FINRA believes 
it would be beneficial to expressly state 
in the rule FINRA’s authority to enter 
into such agreements and set forth 
certain minimum prerequisites to 
ensure mutual benefits and 
confidentiality protections. The 
proposed rule change further would 
serve as notice to the membership of 
FINRA’s intention to reach memoranda 
of understanding with other regulators 
to share confidential information. 

2. Statutory Basis 
FINRA believes that the proposed rule 

change is consistent with the provisions 
of Section 15A(b)(6) of the Act,8 which 
requires, among other things, that 
FINRA rules must be designed to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, and, in 
general, to protect investors and the 
public interest. FINRA believes that the 
proposed rule change will further the 
public interest by evidencing FINRA’s 
authority and intent to share important 
regulatory information with other 
regulators responsible for investor 
protection and market oversight. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

FINRA does not believe that the 
proposed rule change will result in any 
burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

Written comments were neither 
solicited nor received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change does not: (1) Significantly affect 
the protection of investors or the public 
interest; (2) impose any significant 
burden on competition; and (3) become 
operative for 30 days from the date on 
which it was filed, or such shorter time 
as the Commission may designate, the 
proposed rule change has become 
effective pursuant to Section 19(b)(3)(A) 

of the Act 9 and Rule 19b–4(f)(6) 
thereunder.10 

A proposed rule change filed under 
Rule 19b–4(f)(6) normally does not 
become operative for 30 days after the 
date of filing. FINRA has requested that 
the Commission waive the 30-day 
operative delay. The Commission 
believes that waiving the 30-day 
operative delay 11 is consistent with the 
protection of investors and the public 
interest. The Commission notes that the 
proposed rule change merely makes 
explicit and codifies FINRA’s authority 
to enter into information sharing 
agreements that may advance investor 
protection. 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–FINRA–2008–056 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Florence Harmon, Acting Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–FINRA–2008–056. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 

comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of FINRA. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–FINRA–2008–056 and 
should be submitted on or before 
December 10, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.12 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27427 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58903A; File No. SR- 
FINRA–2008–011] 

Self-Regulatory Organizations; 
Financial Industry Regulatory 
Authority, Inc.; Order Approving 
Proposed Rule Change to Amend the 
Trade Reporting Structure and Require 
Submission of Non-Tape Reports that 
Identify Other Members Who 
Participated in Agency and Riskless 
Principal Transactions as Modified by 
Amendments No. 1 and 2 

November 13, 2008. 

Correction 

Footnote 6 is revised to read: 
In Amendment No. 2, FINRA clarified 

the implementation date for this 
proposed rule change. The Commission 
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1 See FINRA Letter, supra note 10. 
2 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

is not publishing the amendment for 
comment. 

Section IV.C is revised to read: 

In its response to comments, FINRA 
stated that it intended to implement the 
proposed rule change at least 180 days 
from the date of this approval order.1 
For purposes of clarity, in Amendment 
No. 2, FINRA requested that the 
proposed rule change be implemented 
at least six (6) months from the date of 
SEC approval, but no later than nine (9) 
months from SEC approval. The 
Commission believes that this is an 
appropriate time frame for members to 
prepare to comply with the proposed 
rules. 

For the Commission, by the Division 
of Trading and Markets, pursuant to 
delegated authority.2 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27440 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58926; File No. SR–ISE– 
2008–82] 

Self-Regulatory Organizations; 
International Securities Exchange, 
LLC; Notice of Filing and Immediate 
Effectiveness of Proposed Rule 
Change To Temporarily Increase the 
Number of Additional Quarterly 
Options Series 

November 10, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on November 
6, 2008, the International Securities 
Exchange, LLC (‘‘Exchange’’ or ‘‘ISE’’) 
filed with the Securities and Exchange 
Commission (the ‘‘Commission’’) the 
proposed rule change as described in 
Items I and II below, which Items have 
been prepared by the self-regulatory 
organization. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The ISE proposes to amend 
Supplementary Material .03 to Rule 504, 
Quarterly Options Series Pilot Program, 
to temporarily increase the number of 

additional Quarterly Options Series 
(‘‘QOS’’) in exchange-traded fund 
(‘‘ETF’’) options from sixty (60) to one 
hundred (100) that may be added by the 
Exchange. The text of the proposed rule 
change is as follows, with deletions in 
[brackets] and additions in italics. 

Rule 504. Series of Options Contracts 
Open for Trading 

* * * * * 

Supplementary Material to Rule 504 
.01–.02 No change. 
.03 Quarterly Options Series Pilot 

Program: The Exchange may list and 
trade options series that expire at the 
close of business on the last business 
day of a calendar quarter (‘‘Quarterly 
Options Series’’). The Exchange may list 
Quarterly Options Series for up to five 
(5) currently listed options classes that 
are either index options or options on 
exchange traded funds (‘‘ETF’’). In 
addition, the Exchange may also list 
Quarterly Options Series on any options 
classes that are selected by other 
securities exchanges that employ a 
similar pilot program under their 
respective rules. 

(a)–(g) No change. 
(h) During the last quarter of 2008 

(and for the new expiration month being 
added after December Quarterly 
Options Series expiration), the 
Exchange may list up to one hundred 
(100) additional series per expiration 
month for each Quarterly Options Series 
in ETF options. 
* * * * * 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
self-regulatory organization has 
prepared summaries, set forth in 
sections A, B, and C below, of the most 
significant aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The purpose of this proposed rule 

change is to temporarily increase the 

number of additional QOS in ETF 
options from sixty (60) to one hundred 
(100) that may be added by the 
Exchange. To effect this change, the 
Exchange is proposing to add new 
subparagraph (h) to Supplementary 
Material .03 to Rule 504. 

Because of the current, unprecedented 
market conditions, the Exchange has 
received requests from market 
participants to add lower priced strikes 
for QOS in the Energy Select Sector 
SPDR (‘‘XLE’’), the DIAMONDS Trust, 
Series 1 (‘‘DIA’’) and the Standard and 
Poor’s Depositary Receipts/SPDRs 
(‘‘SPY’’). For example, for December 
2008 expiration, there is demand for 
strikes (a) ranging from $20 up through 
and including $40 for XLE, (b) ranging 
from $60 up through and including $75 
for DIA, and (c) ranging from $74 up 
through and including $85 for SPY. 
These strikes are much lower than those 
currently listed for which there is open 
interest. 

However, under current Rule 504, the 
Exchange cannot honor these requests 
because the maximum number of 
additional series, sixty (60), has already 
been listed. The Exchange is therefore 
seeking to temporarily increase the 
number of additional QOS that may be 
added to one hundred (100). The 
increase of additional series would be 
permitted immediately for expiration 
months currently listed and for 
expiration months added throughout the 
last quarter of 2008, including the new 
expiration month added after December 
2008 expiration. 

The Exchange believes that this 
proposal is reasonable and will allow 
for more efficient risk management. The 
Exchange believes this proposal will 
facilitate the functioning of the 
Exchange’s market and will not harm 
investors or the public interest. The 
Exchange believes that user demand and 
the recent downward price movements 
in the underlying ETFs warrants a 
temporary increase in the number of 
strikes for all QOS in ETF options. 
Currently, the Exchange list QOS in five 
ETF options: (1) Nasdaq-100 Index 
Tracking Stock (‘‘QQQQ’’); (2) iShares 
Russell 2000 Index Fund (‘‘IWM’’); (3) 
DIA; (4) SPY; and (5) XLE. The below 
chart provides the historical closing 
prices of these ETFs over the past 
couple of months: 
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3 15 U.S.C. 78f(b). 
4 15 U.S.C. 78f(b)(5). 

5 15 U.S.C. 78s(b)(3)(A). 
6 17 CFR 240.19b–4(f)(6). In addition, Rule 19b– 

4(f)(6)(iii) requires a self-regulatory organization to 
provide the Commission with written notice of its 
intent to file the proposed rule change, along with 
a brief description and text of the proposed rule 
change, at least five business days prior to the date 
of filing of the proposed rule change, or such 
shorter time as designated by the Commission. The 
Commission deems this requirement to be met. 

7 For purposes only of waiving the 30-day 
operative delay, the Commission has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 

ETF 10/27/08 10/13/08 10/6/08 9/30/08 8/29/08 7/31/08 

QQQQ .............................................................................. 28.69 35.13 34.86 38.91 46.12 45.46 
IWM .................................................................................. 44.86 56.98 59.72 68.00 73.87 71.32 
DIA ................................................................................... 80.26 95.03 99.90 108.36 115.45 113.70 
SPY .................................................................................. 83.95 101.35 104.72 115.99 128.79 126.83 
XLE .................................................................................. 40.86 50.55 54.89 63.30 74.65 74.40 

The additional series will enable the 
Exchange to list in-demand, lower 
priced strikes. 

The Exchange represents that it has 
the necessary systems capacity to 
support the new options series that will 
result from this proposal. Further, as 
proposed, the Exchange notes that these 
series would temporarily become part of 
the pilot program and will be 
considered by the Commission when 
the Exchange seeks to renew or make 
permanent the pilot program in the 
future. In addition, the Exchange states 
that in the event that current market 
volatility continues, it may seek to 
continue (through a rule filing) the time 
period during which the additional 
series proposed by this filing may be 
added. 

2. Statutory Basis 

Because the current rule proposal is 
responsive to the current, 
unprecedented market conditions, is 
limited in scope as to QOS in ETF 
options and as to time, and because the 
additional new series can be added 
without presenting capacity problems, 
the Exchange believes the rule proposal 
is consistent with the Act and the rules 
and regulations under the Act 
applicable to a national securities 
exchange and, in particular, the 
requirements of Section 6(b) of the Act.3 
Specifically, the Exchange believes that 
the proposed rule change is consistent 
with the Section 6(b)(5) Act 4 
requirements that the rules of an 
exchange be designed to promote just 
and equitable principles of trade, to 
prevent fraudulent and manipulative 
acts and, in general, to protect investors 
and the public interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing rule does not: 
(i) Significantly affect the protection of 
investors or the public interest; (ii) 
impose any significant burden on 
competition; or (iii) become operative 
for 30 days from the date on which it 
was filed, or such shorter time as the 
Commission may designate if consistent 
with the protection of investors and the 
public interest, the proposed rule 
change has become effective pursuant to 
Section 19(b)(3)(A) of the Act 5 and Rule 
19b–4(f)(6) thereunder.6 

The Exchange has asked the 
Commission to waive the operative 
delay to permit the proposed rule 
change to become operative prior to the 
30th day after filing. The Commission 
has determined that waiving the 30-day 
operative delay of the Exchange’s 
proposal is consistent with the 
protection of investors and the public 
interest because such waiver will enable 
ISE to better meet customer demand in 
light of recent increased volatility in the 
marketplace.7 Therefore, the 
Commission designates the proposal 
operative upon filing. 

At any time within 60 days of the 
filing of such proposed rule change, the 
Commission may summarily abrogate 
such rule change if it appears to the 
Commission that such action is 

necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
No. SR–ISE–2008–82 on the subject 
line. 

Paper Comments 
• Send paper comments in triplicate 

to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–ISE–2008–82. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
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8 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

3 This rule change proposes no changes to the fees 
and rebates applicable to securities executed in the 
Automatic Execution (‘‘Auto Ex’’) mode of order 
interaction under current NSX Rule 11.13(b)(1). 

4 In particular, for securities trading at or above 
one dollar in Order Delivery Mode, this rule change 
proposes to reduce to zero the rebate for adding 
liquidity from $0.0023 per share executed for Tape 
A, and from $0.0025 per share executed for Tapes 
B and C. For securities which trade under one 
dollar in Order Delivery Mode, this rule change 
proposes to reduce to zero the rebate for adding 
liquidity from 0.10% of the trade value, where 
‘‘trade value’’ means a dollar amount equal to the 
price per share multiplied by the number of shares 
executed. 

5 Pursuant to SR–NSX–2008–17, the Exchange 
previously eliminated the tape revenue sharing 
credit program for all Tape A securities in Order 
Delivery Mode. 

information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File No. 
SR–ISE–2008–82 and should be 
submitted on or before December 10, 
2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.8 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27421 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58935; File No. SR- 
ndash;NSX–2008–19] 

Self-Regulatory Organizations; 
National Stock Exchange, Inc.; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change To Amend 
Exchange Rule 16 and the NSX Fee 
Schedule for Order Delivery Mode 
Transactions 

November 13, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that on November 
5, 2008, National Stock Exchange, Inc. 
(‘‘NSX’’ or the ‘‘Exchange’’) filed with 
the Securities and Exchange 
Commission (‘‘Commission’’) the 
proposed rule change as described in 
Items I, II and III below, which Items 
have been prepared by the Exchange. 
The Commission is publishing this 
notice to solicit comments on the 
proposed rule change from interested 
persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange is proposing to amend 
Exchange Rule 16.2(b) and the NSX Fee 
and Rebate Schedule (the ‘‘Fee 
Schedule’’) issued pursuant to Exchange 
Rule 16.1(c) in order to (i) eliminate the 
rebate for adding liquidity in Order 
Delivery mode of order interaction for 
all securities and (ii) eliminate the trade 
and quote market data revenue credit in 
Order Delivery mode for all securities. 

The text of the proposed rule change 
is available on the Exchange’s Web site 
at http://www.nsx.com, at the principal 
office of the Exchange, and at the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in sections A, B, and C below, of 
the most significant parts of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
With this rule change, the Exchange is 

proposing to eliminate all liquidity 
adding rebates and market data revenue 
credits in Order Delivery mode of order 
interaction (‘‘Order Delivery Mode’’).3 
In particular, for securities in Order 
Delivery Mode, this rule change 
proposes to reduce the rebate for adding 
liquidity to zero across all Tapes and 
regardless of the price at which the 
securities are trading.4 

In addition, with respect to Tape B 
and C securities in Order Delivery 
Mode, the instant filing proposes to 
eliminate the market data revenue credit 
in both trades and quotes. Currently in 
Order Delivery Mode, ETP Holders 
receive a credit of 50% of both trade and 
quote market data revenues for Tape B 
and C securities, regardless of price. 
This credit is proposed to be eliminated 
for all Tape B and C securities executed 
in Order Delivery Mode, regardless of 
price, which effectively eliminates tape 
revenue sharing in Order Delivery 
Mode.5 

Because as a result of the proposed 
rule change there would be no tape 
credit sharing program under either 

Order Delivery Mode or Automatic 
Execution mode of order interaction 
(‘‘AutoEx’’), the instant rule filing 
proposes to simplify Rule 16.2 by 
eliminating the text of Rule 16.2(b) 
(‘‘Tape Credits’’) in its entirety. To the 
extent that the Consolidated Tape 
Association or the Nasdaq Securities 
Information Processor subsequently 
adjusts any Tape A, Tape B or Tape C 
revenue earned by the Exchange for any 
period(s) during which the tape revenue 
credit program was in effect, credits 
paid to ETP Holders would be adjusted, 
as necessary, in accordance with the 
rules in effect during such period, 
including the ‘‘De Minimis Credits’’ rule 
under current Rule 16.2(b)(5) which 
establishes an eligibility threshold of 
$250 per calendar quarter for 
participation in the tape credit program. 

No Changes to Automatic Execution 
Mode 

For purposes of clarity, the proposed 
rule change proposes no modifications 
to the fees and rebates relating to any 
trades in AutoEx. 

Rationale 
The Exchange has determined that 

these changes are necessary to increase 
the revenue of the Exchange and to 
adequately fund its regulatory and 
general business functions. The 
proposed modification is reasonable and 
equitably allocated to those ETP Holders 
that opt to provide liquidity in Order 
Delivery Mode, and is not 
discriminatory because ETP Holders are 
free to elect whether to send orders in 
all tapes through the Order Delivery 
Mode, through AutoEx, and as liquidity 
providing trades and quotes. Based 
upon the information above, the 
Exchange believes that the proposed 
rule change is consistent with the 
protection of investors and the public 
interest. 

Operative Date and Notice 
The Exchange intends to make the 

proposed credit and rebate structure 
effective on filing of this proposed rule 
for trading on November 6, 2008. 
Pursuant to Exchange Rule 16.1(c), the 
Exchange will ‘‘provide ETP Holders 
with notice of all relevant dues, fees, 
assessments and charges of the 
Exchange’’ through the issuance of a 
Regulatory Circular of the changes to the 
Fee Schedule and will post a copy of the 
rule filing on the Exchange’s Web site 
(www.nsx.com). 

2. Statutory Basis 
The Exchange believes that the 

proposed rule change is consistent with 
the provisions of Section 6(b) of the 
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6 15 U.S.C. 78f(b). 
7 15 U.S.C. 78f(b)(4). 
8 15 U.S.C. 78s(b)(3)(A)(ii). 
9 17 CFR 240.19b–4(f)(2). 10 17 CFR 200.30–3(a)(12). 

1 15 U.S.C.78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

Act,6 in general, and Section 6(b)(4) of 
the Act,7 in particular, in that it is 
designed to provide for the equitable 
allocation of reasonable dues, fees and 
other charges among its members and 
other persons using the facilities of the 
Exchange. Moreover, the proposed fee 
and rebate structure is not 
discriminatory in that all ETP Holders 
are eligible to submit (or not submit) 
liquidity adding trades and quotes in 
Order Delivery Mode or AutoEx in all 
tapes and may do so at their discretion. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any inappropriate burden on 
competition. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received from 
Members, Participants, or Others 

The Exchange has neither solicited 
nor received written comments on the 
proposed rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The proposed rule change has taken 
effect upon filing pursuant to Section 
19(b)(3)(A)(ii) of the Act 8 and 
subparagraph (f)(2) of Rule 19b–4 9 
thereunder, because, as provided in 
(f)(2), it changes ‘‘a due, fee or other 
charge applicable only to a member’’ 
(known on the Exchange as an ETP 
Holder). At any time within sixty (60) 
days of the filing of such proposed rule 
change, the Commission may summarily 
abrogate such rule change if it appears 
to the Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 

Number SR–NSX–2008–19 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–NSX–2008–19. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of the filing also will be available 
for inspection and copying at the 
principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–NSX–2008–19 and should 
be submitted on or before December 10, 
2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.10 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27428 Filed 11–18–08; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58936; File No. SR-NYSE– 
2008–117] 

Self-Regulatory Organizations; New 
York Stock Exchange LLC; Notice of 
Filing and Immediate Effectiveness of 
Proposed Rule Change To Delete 
Section (3) of Exchange Rule 123D, 
Which Provides for the ‘‘Sub-Penny 
Trading’’ Condition 

November 13, 2008. 

Pursuant to Section 19(b)(1) 1 of the 
Securities Exchange Act of 1934 (the 
‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that, on 
November 6, 2008, New York Stock 
Exchange LLC (‘‘NYSE’’ or the 
‘‘Exchange’’) filed with the Securities 
and Exchange Commission (the 
‘‘Commission’’) the proposed rule 
change as described in Items I and II, 
below, which Items have been prepared 
by the self-regulatory organization. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to delete 
section (3) of Exchange Rule 123D, 
which provides for the ‘‘Sub-penny 
trading’’ condition. The text of the 
proposed rule change is available at 
www.nyse.com, NYSE’s principal office, 
and the Commission’s Public Reference 
Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of those statements may be examined at 
the places specified in Item IV below. 
The Exchange has prepared summaries, 
set forth in sections A, B, and C below, 
of the most significant parts of such 
statements. 
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4 17 CFR 242.600 to 242.612. See Securities 
Exchange Act Release No. 51808 (June 9, 2005), 70 
FR 37496 (June 29, 2005) (‘‘Regulation NMS 
Adopting Release’’). 

5 See 17 CFR 242.611. 
6 See Securities Exchange Act Release No. 55160 

(January 24, 2007), 72 FR 4202 (January 30, 2007) 
(S7–10–04). 

7 17 CFR 242.612. Rule 612 originally was to 
become effective on August 29, 2005, but the date 
was later extended to January 31, 2006. See 
Securities Exchange Act Release No. 52196 (Aug. 2, 
2005), 70 FR 45529 (Aug. 8, 2005) (S7–10–04). 

8 See Securities and Exchange Act Release No. 
54714 (November 6, 2006), 71 FR 66352 (November 
14, 2006). (Order Granting National Securities 
Exchanges a Limited Exemption from Rule 612 of 
Regulation NMS under the Securities Exchange Act 
of 1934 to Permit Acceptance by Exchanges of 
Certain Sub-Penny Orders.) 

9 See Securities and Exchange Act Release No. 
55398, 72 FR 11072 (March 12, 2007) (SR–NYSE– 
2007–25). 

10 See Securities and Exchange Act Release No. 
55537 (Mar. 27, 2007), 72 FR 15749 (April 2, 2007) 
(SR–NYSE–2007–30). 

11 See Securities Exchange Act Release No. 58845 
(October 24, 2008), 73 FR 64379 (October 29, 2008) 
(SR–NYSE–2008–46). 

12 15 U.S.C. 78f(b). 

13 15 U.S.C. 78f(b)(5). 
14 15 U.S.C. 78s(b)(3)(A). 
15 17 CFR 240.19b–4(f)(6). 
16 17 CFR 240.19b–4(f)(6)(iii). In addition, Rule 

19b–4(f)(6)(iii) requires the self-regulatory 
organization to give the Commission notice of its 
intent to file the proposed rule change, along with 
a brief description and text of the proposed rule 

Continued 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

Regulation NMS, adopted by the 
Securities and Exchange Commission 
(‘‘SEC’’),4 provides that each trading 
center intending to qualify for trade- 
through protection under Regulation 
NMS Rule 611 5 is required to have a 
Regulation NMS-compliant trading 
system fully operational by March 5, 
2007 (the ‘‘Trading Phase Date’’).6 

For stocks priced below $1.00 per 
share, Regulation NMS Rule 612 7 
permits markets to accept bids, offers, 
orders and indications of interest in 
increments smaller than a $0.01, but not 
less than $0.0001, and to quote and 
trade such stocks in sub-pennies. 
Markets may choose not to accept such 
bids, offers, orders or indications of 
interest and the NYSE has done so, 
maintaining a minimum trading and 
quoting variation of $0.01 for all 
securities trading below $100,000. See 
NYSE Rule 62. 

The SEC’s interpretation of Rule 612 
requires a market that routes an order to 
another market in compliance with Rule 
611 and receives a sub-penny execution, 
to accept the sub-penny execution, 
report that execution to the customer, 
and compare, clear and settle that trade. 
The SEC, however, provided a limited 
exemption to Rule 611’s proscription 
against trade-throughs to protected 
quotes that include a sub-penny 
component to such quotes that are 
better-priced by a minimum of $0.01.8 

In March, 2007, the Exchange 
amended Rule 123D to provide for a 
‘‘Sub-penny trading’’ condition because 
the Exchange’s trading systems did not 
then accommodate sub-penny 
executions on orders routed to better- 
priced protected quotations, nor could it 
recognize a quote disseminated by 
another market center if such quote had 

a sub-penny component and, therefore, 
could have inadvertently traded through 
better protected quotations. The 
amended rule allowed the Exchange to 
halt trading in a security whose price 
was about to fall below $1.00, without 
delisting the security, so that the 
security could continue to trade on 
other markets that deal in bids, offers, 
orders or indications of interest in sub- 
penny prices, until the price of the 
security had recovered sufficiently to 
permit the Exchange to resume trading 
in minimum increments of no less than 
one penny or the issuer is delisted for 
failing to correct the price condition 
within the time provided under NYSE 
rules.9 A subsequent amendment 
established that any orders received by 
the NYSE in a security subject to a 
‘‘Sub-penny trading’’ condition would 
be routed to NYSE Arca, Inc. and 
handled in accordance with the rules 
governing that market.10 

Through this filing, the Exchange 
proposes to eliminate the ‘‘Sub-penny 
trading’’ condition in its entirety. The 
NYSE now has the technical capability 
to recognize protected quotations with a 
sub-penny component in its round-lot 
market and accommodate away market 
executions in sub-pennies, in 
compliance with SEC Rules 611 and 
612. 

The Exchange system enhancements 
that will enable recognition of sub- 
penny quotations for pricing of odd-lots 
in the odd-lot system are contained in 
the technology associated with Phase 2 
implementation of the New Market 
Model.11 Until the conclusion of the 
second Phase of implementation, which 
is scheduled to be completed no longer 
than ten weeks after October 24, 2008, 
those odd-lot orders that would receive 
an execution price based on the NBBO 
as set forth in NYSE Rule 124 will be 
priced at the last NBBO that did not 
contain a sub-penny price. 

Given that Exchange systems will 
now be able to accommodate these 
orders and away-market executions, the 
Sub-penny trading condition halt is no 
longer required. 

2. Statutory Basis 

The proposed rule change is 
consistent with Section 6(b) 12 of the 
Securities Exchange Act of 1934 (the 

‘‘Act’’), in general, and furthers the 
objectives of Section 6(b)(5) 13 in 
particular in that it is designed to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, to foster 
cooperation and coordination with 
persons engaged in facilitating 
transactions in securities, and to remove 
impediments to and perfect the 
mechanism of a free and open market 
and a national market system. The 
Exchange believes that the instant 
proposal is in keeping with these 
principles in that it seeks to operate 
technology on the NYSE that allows the 
Exchange to recognize protected 
quotations with a sub-penny component 
and accommodate away market 
executions in sub-pennies, in 
compliance with SEC Rules 611 and 
612. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were solicited 
or received with respect to the proposed 
rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change: (1) Does not significantly affect 
the protection of investors or the public 
interest; (2) does not impose any 
significant burden on competition; and 
(3) by its terms, does not become 
operative for 30 days after the date of 
filing, or such shorter time as the 
Commission may designate if consistent 
with the protection of investors and the 
public interest, the proposed rule 
change has become effective pursuant to 
Section 19(b)(3)(A) of the Act 14 and 
Rule 19b–4(f)(6) thereunder.15 

A proposed rule change filed under 
Rule 19b–4(f)(6) normally does not 
become operative for 30 days after the 
date of filing.16 However, Rule 19b– 
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change, at least five business days prior to the date 
of filing of the proposed rule change, or such 
shorter time as designated by the Commission. 
NYSE has satisfied this requirement. 

17 17 CFR 240.19b–4(f)(6)(iii). 
18 For purposes only of waiving the 30-day 

operative delay, the Commission has also 
considered the proposed rule’s effect on efficiency, 
competition, and capital formation. See 15 U.S.C. 
78c(f). 19 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

4(f)(6)(iii) permits the Commission to 
designate a shorter time if such action 
is consistent with the protection of 
investors and the public interest. NYSE 
requested that the Commission waive 
the 30-day operative delay, as specified 
in Rule 19b–4(f)(6)(iii),17 which would 
make the rule change effective and 
operative upon filing. 

The Commission believes that 
waiving the 30-day operative delay is 
consistent with the protection of 
investors and the public interest 
because the Exchange systems are now 
capable of recognizing protected 
quotations with a sub-penny component 
in its round-lot market and can 
accommodate away market executions 
in sub-pennies, in compliance with SEC 
Rules 611 and 612. The Commission 
finds that it is appropriate to waive the 
30-day operative delay for this proposed 
rule change because the ‘‘Sub-penny 
trading’’ condition no longer serves any 
purpose and waiving the delay should 
allow the Exchange to immediately 
come into full compliance with 
Regulation NMS with respect to sub- 
pennies. For these reasons, the 
Commission designates the proposed 
rule change as operative upon filing.18 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSE–2008–117 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–NYSE–2008–117. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of the filing will also be available 
for inspection and copying at the 
principal office of the self-regulatory 
organization. All comments received 
will be posted without change; the 
Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR-NYSE– 
2008–117 and should be submitted on 
or before December 10, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.19 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27404 Filed 11–18–08; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58928; File No. SR–NYSE– 
2008–109] 

Self-Regulatory Organizations; New 
York Stock Exchange LLC; Notice of 
Filing of Proposed Rule Change To 
Clarify Amendments to ‘‘Other 
Securities’’ Initial Listing Standard 

November 10, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on October 
31, 2008, New York Stock Exchange 
LLC (‘‘NYSE’’ or ‘‘Exchange’’) filed with 
the Securities and Exchange 
Commission (‘‘Commission’’) the 
proposed rule change as described in 
Items I, II, and III below, which Items 
have been prepared by the Exchange. 
The Commission is publishing this 
notice to solicit comments on the 
proposal from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to amend 
Section 703.19 of the Exchange’s Listed 
Company Manual (the ‘‘Manual’’), the 
Exchange’s initial listing standards for 
‘‘Other Securities.’’ The proposed 
amendment would clarify that 
companies that are not listed on the 
Exchange that wish to list securities 
under Section 703.19 must meet one of 
the Exchange’s financial original listing 
standards for equity listings, but need 
not meet any of the other initial listing 
requirements set forth in Section One of 
the Manual. 

The text of the proposed rule change 
is available on the Exchange’s Web site 
(http://www.nyse.com), at the 
Exchange’s Office of the Secretary, and 
at the Commission’s Public Reference 
Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of and basis for 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in Sections A, B, and C below, of 
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3 Section 703.19 was adopted to provide the 
Exchange with the flexibility to list securities that 
could not be readily categorized under the 
Exchange’s traditional listing standards for common 
and preferred stocks, debt securities and warrants. 
Section 703.19 was intended to provide flexibility 
to enable the Exchange to consider the listing of 
new securities on a case-by-case basis, in light of 
the suitability of the issue for auction market 
trading. Section 703.19 is not intended to 
accommodate the listing of securities that raise 
significant new regulatory issues, which would 
require a separate filing with the Commission. See 
Securities Exchange Act Release No. 28217 (July 18, 
1990) 55 FR 30056 (July 24, 1990) (SR–NYSE–90– 
30). 

4 See Securities Exchange Act Release No. 27597 
[sic] (May 6, 2008), 73 FR 27597 (May 13, 2008) 
(SR–NYSE–2008–17). 

5 15 U.S.C. 78f(b)(5). 

the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The Exchange proposes to amend 

Section 703.19 of the Manual, the 
Exchange’s initial listing standards for 
‘‘Other Securities.’’ 3 The proposed 
amendment would clarify that 
companies that are not listed on the 
Exchange that wish to list securities 
under Section 703.19 must meet one of 
the Exchange’s financial original listing 
standards for equity listings, but need 
not meet any of the other initial listing 
requirements set forth in Section One of 
the Manual. 

The Exchange has long required that 
unlisted companies wishing to list 
securities under Section 703.19 must 
meet its initial common stock listing 
standards as set forth in Sections 
102.01–102.03 and 103.01–05 of the 
Manual. While these sections contain 
common stock distribution 
requirements (such as the requirement 
of Section 102.01A that companies 
listing in connection with an IPO must 
have at least 400 round lot holders and 
1.1 million publicly-held shares) and 
public float requirements (such as the 
requirement of 102.01B that IPOs must 
have a minimum float of $60 million 
and all other companies must have a 
public float of $100 million at the time 
of initial listing), the Exchange has not 
imposed these standards with respect to 
an issuer’s common stock when it is 
only listing securities under Section 
703.19. Rather, the Exchange has 
interpreted the requirement of Section 
703.19 as being simply that the 
company must meet the financial 
requirements of one of the Exchange’s 
initial listing standards as set forth in 
Section 102.01C (i.e., the Earnings Test, 
the Valuation/Revenue Test, the Pure 
Valuation/Revenue Test and the 
Affiliated Company Test) or Section 
103.01C [sic] (i.e., the Earnings Test, the 

Valuation/Revenue Test, the Pure 
Valuation/Revenue Test and the 
Affiliated Company Test). While the 
Exchange strongly believes that it needs 
to ensure that any company that lists its 
securities under Section 703.19 is of the 
financial caliber that is required of an 
NYSE company, it does not believe the 
common stock distribution and public 
float requirements are relevant to this 
qualitative analysis as these 
requirements are relevant solely with 
respect to the quality of the trading 
market in the common stock. 

Recently, the Exchange amended its 
common stock initial listing standards 
in Section 102.01B and 103.01A to 
require listing applicants at the time of 
listing to have a closing price, or if 
listing in connection with an IPO, an 
IPO price of $4 at the time of initial 
listing.4 The Exchange believes that the 
same rationale articulated above with 
respect to distribution and public float 
requirements applies in the case of this 
price requirement, i.e., it is relevant to 
the quality of the trading market for the 
common stock but not to the qualitative 
analysis the Exchange performs with 
respect to a company wishing to list 
securities under Section 703.19. 

To avoid any ambiguity in the 
application of Section 703.19 to 
companies that do not have their 
common stock listed on the Exchange, 
the Exchange proposes to replace the 
requirement that companies must meet 
the Exchange’s initial common stock 
listing standards as set forth in Sections 
102.01–102.03 and 103.01–05 of the 
Manual with a more narrowly-tailored 
requirement that such companies must 
meet one of the financial standards in 
Section 102.01C or, if applicable, in the 
case of foreign companies, Section 
103.01B. The Exchange also proposes to 
remove the sub-heading (‘‘Earnings/Net 
Tangible Assets’’) from the second 
paragraph of Section 703.19, as it is a 
remnant from a much earlier version of 
the rule and is a source of confusion. 

2. Statutory Basis 

The basis under the Act for this 
proposed rule change is the requirement 
under Section 6(b)(5) 5 that an exchange 
have rules that are designed to prevent 
fraudulent and manipulative acts and 
practices, to promote just and equitable 
principles of trade, to remove 
impediments to, and perfect the 
mechanism of a free and open market 
and, in general, to protect investors and 
the public interest. The Exchange 

believes that the proposed amendment 
is consistent with the protection of 
investors and the public interest in that 
the Exchange will continue to apply 
stringent eligibility requirements to 
securities listed under Section 703.19. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
this proposed rule change would 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received from 
Members, Participants or Others 

Written comments on the proposed 
rule change were neither solicited nor 
received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding or 
(ii) as to which the self-regulatory 
organization consents, the Commission 
will: 

(A) By order approve such proposed 
rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSE–2008–109 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–NYSE–2008–109. This file 
number should be included on the 
subject line if e-mail is used. To help the 
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6 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 58740 

(October 6, 2008), 73 FR 60382 (‘‘Notice’’). 
4 Amendment No. 1 shows how Section 802.01B 

would be effected by changes proposed in SR– 
NYSE–2008–97. Because Amendment No. 1 is 
technical in nature, the Commission is not required 
to publish the amendment for comment. 

5 Section 102.01B requires either $60 million 
market value in the case of IPOs or $100 million 
market value for all other companies. 

6 The total assets and stockholders equity that the 
Exchange will use for qualification purposes will be 
taken from the company’s most recent balance sheet 
included in an SEC filing, in each case as adjusted 
pursuant to Sections 102.01C(I)(3)(a) (adjusting for 
the use of offering proceeds) and (b) (adjusting for 
the effects of acquisitions and dispositions) as 
applicable. In the case of companies listing in 
connection with an IPO, the company’s underwriter 
(or, in the case of a spin-off, the parent company’s 
investment banker or other financial advisor) must 
provide a written representation that demonstrates 
the company’s ability to meet the $150 million 
global market capitalization requirement based 
upon the completion of the offering (or 
distribution). 

Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of the filing also will be available 
for inspection and copying at the 
principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–NYSE–2008–109 and 
should be submitted on or before 
December 10, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.6 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27419 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58934; File No. SR–NYSE– 
2008–98] 

Self-Regulatory Organizations; New 
York Stock Exchange LLC; Order 
Granting Approval of Proposed Rule 
Change, as Modified by Amendment 
No. 1, To Adopt an Additional Initial 
Listing Standard for Operating 
Companies 

November 12, 2008. 

I. Introduction 

On October 1, 2008, the New York 
Stock Exchange LLC (‘‘NYSE’’ or 
‘‘Exchange’’), filed with the Securities 
and Exchange Commission 
(‘‘Commission’’), pursuant to Section 
19(b)(1) of the Securities Exchange Act 

of 1934 (‘‘Act’’) 1 and Rule 19b–4 
thereunder,2 a proposed rule change 
amending Section 102.01C of the 
Exchange’s Listed Company Manual 
(‘‘Manual’’) to adopt an additional 
initial listing standard under which 
companies may qualify to list on the 
Exchange. On October 10, 2008, the 
proposed rule change was published for 
comment in the Federal Register.3 On 
November 10, 2008, NYSE filed 
Amendment No. 1 to the proposed rule 
change.4 The Commission received no 
comments on the proposed rule change. 
This order approves the proposed rule 
change, as modified by Amendment No. 
1. 

II. Description of the Proposal 

The Exchange has proposed to amend 
Section 102.01C of the Manual to adopt 
an additional initial listing standard 
under which companies may qualify to 
list on the Exchange. The Exchange has 
also proposed to apply the continued 
listing standard applicable under 
Section 802.01B to companies listed 
under the Earnings Test to companies 
listed under the proposed new initial 
listing standard. 

The proposed new standard (the 
‘‘Assets and Equity Test’’) is an 
additional alternative standard under 
which companies may qualify to list, 
and will not replace any of the existing 
initial listing standards set forth in 
Section 102.01C. Companies qualifying 
to list under the proposed new standard 
will have to meet the same holder, 
publicly-held share and trading volume 
requirements as set forth in Section 
102.01A as companies that list under 
the existing initial listing standards. 
Further, like companies that list under 
the existing initial listing standards in 
Section 102.01C, companies that list 
under the proposed standard must meet 
the same market value of publicly-held 
shares requirements 5 and $4 stock price 
requirement in Section 102.01B. Under 
the proposed standard, in addition to 
these other requirements, a company at 
the time of listing would be required to 
have, at a minimum, (i) $75 million in 
total assets, (ii) $50 million in 
stockholders’ equity and (iii) $150 

million of total market capitalization.6 
The new standard also states that in 
considering the listing under the Assets 
and Equity Test of companies 
transferring from other markets, the 
Exchange will consider whether the 
company’s business prospects and 
operating results indicate that the 
company’s market capitalization value 
is likely to be sustained or increase over 
time. 

Under the proposed rule, while 
companies that list under the Assets and 
Equity Test will not be required to have 
any minimum operating history prior to 
listing, companies that would otherwise 
have been considered for listing under 
Section 102.06 of the Manual—the 
Exchange’s Acquisition Company 
standard (i.e., ‘‘SPACs’’)—will not 
qualify for listing under the Assets and 
Equity Test. SPACs will continue to be 
listed only under Section 102.06. The 
continued listing standards, in Section 
802.01B of the Manual, which currently 
apply to companies that qualify to list 
under the Earnings Test is proposed to 
be extended to companies that qualify to 
list under the new Assets and Equity 
Test. Such companies will be 
considered to be below compliance 
standards if their average global market 
capitalization over a consecutive 30 
trading-day period is less than $75 
million and, at the same time, total 
stockholders’ equity is less than $75 
million. In addition, the holder, 
publicly-held share and trading volume 
requirements of Section 802.01A, the 
$25 million global market capitalization 
requirement in Section 802.01B, the 
$1.00 minimum stock price requirement 
in Section 802.01C, Section 802.01D 
(‘‘Other Criteria’’), and Section 802.01E 
(‘‘SEC Annual Report Timely Filing 
Criteria’’) will also apply to companies 
qualifying under the Assets and Equity 
Test. 

As discussed in more detail below, 
similar to recently adopted provisions 
under Section 102.01C, companies may 
apply to list under the Assets and 
Equity Test that have not previously had 
their common equity securities 
registered under the Act but which have 
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7 See Securities Exchange Act Release No. 58550 
(September 15, 2008), 73 FR 54442 (September 19, 
2008) (SR–NYSE–2008–68). 

8 The Commission notes that the global market 
capitalization requirements under NYSE’s other 
listing standards in 102.01C were also increased 
20% for the purposes of listing using a third party 
valuation. Id. 

9 See Amex Initial Listing Standard 4 (Amex 
Company Guide Section 101(d)). Companies may 
list under Amex Initial Listing Standard 4 without 
demonstrating any minimum market capitalization 
if the company has total assets and total revenue of 
$75 million each in its last fiscal year, or in two 
of its last three fiscal years. 

10 See Notice, supra note 3 for a comparison with 
Amex Initial Listing Standard 4. 

11 17 CFR 240.3a51–1(a)(2). 

12 15 U.S.C. 78f(b)(5). 
13 In approving this rule, the Commission has 

considered its impact on efficiency, competition, 
and capital formation. 15 U.S.C. 78c(f). 

sold common equity securities in a 
private placement, and wish to list their 
common equity securities on the 
Exchange at the time of effectiveness of 
a registration statement filed solely for 
the purpose of allowing existing 
shareholders to sell their shares. For 
these companies, the Exchange is 
proposing that they have a global market 
capitalization of $180 million. In such 
cases, the Exchange may exercise its 
discretion to determine that such a 
company has met the global market 
capitalization requirement based on a 
combination of both (i) an independent 
third party valuation of the company 
and (ii) the most recent trading price for 
the company’s common stock in a 
trading system for unregistered 
securities operated by a national 
securities exchange or a registered 
broker-dealer. The lesser of these values 
will be used for determining the 
company’s compliance with the 
Exchange’s global market capitalization 
requirement. 

The Exchange recently adopted 
provisions in relation to all of its 
existing initial listings standards that 
enable it to use third party valuations, 
in limited situations, as a basis for 
determining compliance with the 
applicable market capitalization 
requirements.7 The circumstances under 
which third party valuations may be 
used in connection with listings under 
the Assets and Equity Test will be 
identical to those that are applied under 
the existing initial listing standards. In 
particular, companies listing on this 
basis will be required to demonstrate a 
global market capitalization of $180 
million, representing a 20% increase 
over the general market capitalization 
requirement of the listing standard.8 
The Exchange stated in its filing that it 
is appropriate to use third party 
valuations in connection with the 
determination of the market 
capitalization of companies listing 
under the Assets and Equity Test, 
because the market capitalization 
requirement is 20% higher than that 
normally required under the standard, 
and the additional reliance on private 
market trading prices as a verification of 
the adequacy of the valuation in each 
case constitute, in the Exchange’s view, 
significant safeguards to ensure the 

validity of the market capitalization 
derived from the third party valuation. 

In its filing, the Exchange stated its 
belief that, upon adoption of the 
proposed Assets and Equity Test, its 
listing standards will continue to ensure 
that only companies of a significant size 
and financial standing will be able to 
list on the Exchange. The Exchange 
noted that, while many companies will 
qualify for listing under the Assets and 
Equity Test that do not qualify under 
any other Exchange listing standard, 
many companies will continue to 
qualify to list on Nasdaq or the 
American Stock Exchange (n/k/a NYSE 
Alternext U.S. LLC or ‘‘NYSE Alternext’’ 
or ‘‘Amex’’) that will not meet any of the 
Exchange’s initial listing standards. 

The NYSE stated that the Assets and 
Equity Test requires all of the elements 
that must be met by a company listing 
under the total value of market 
capitalization option of Amex Initial 
Listing Standard 4.9 However, the 
Assets and Equity Test establishes 
equivalent or higher thresholds for each 
of the relevant criteria.10 

The Exchange’s listing standards after 
adoption of the proposed Assets and 
Equity Test will exceed those 
established by Exchange Act Rule 3a51– 
1(a)(2) (the ‘‘Penny Stock Rule’’).11 The 
proposed standard’s $50 million 
stockholders’ equity requirement 
exceeds the $5 million option and the 
proposed standard’s $150 million total 
market capitalization requirement 
exceeds the $50 million market 
capitalization option in the Penny Stock 
Rule. In addition, the Exchange requires 
all initial listings, regardless of which 
standard they are listed under, to have 
$60 million (in the case of IPOs) or $100 
million (in all other cases) of market 
capitalization of publicly held shares, a 
$4 stock price, 400 round lot holders 
and 1.1 million publicly held shares, 
which meet or exceed all of the Penny 
Stock Rule’s remaining requirements. 

Companies listing under the Assets 
and Equity Test will have to comply 
with all other applicable Exchange 
listing rules, including the Exchange’s 
corporate governance requirements. As 
with all other listing applicants, the 
Exchange reserves the right to deny 
listing to any company seeking to list 
under the Assets and Equity Test if the 

Exchange determines that the listing of 
any such company is not in the interests 
of the Exchange or the public interest. 

III. Discussion 

After careful review, the Commission 
finds that the proposed rule change is 
consistent with the requirements of the 
Act and the rules and regulations 
thereunder applicable to a national 
securities exchange and, in particular, 
with Section 6(b)(5) of the Act,12 which 
requires, among other things, that the 
rules of a national securities exchange 
be designed to prevent fraudulent and 
manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest, and to not permit unfair 
discrimination between customers, 
issuers, brokers, or dealers.13 

The development and enforcement of 
adequate standards governing the initial 
and continued listing of securities on an 
exchange is an activity of critical 
importance to financial markets and the 
investing public. Listing standards, 
including those applicable to companies 
transferring from another exchange, 
serve as a means for an exchange to 
screen issuers and to provide listed 
status only to bona fide companies that 
have sufficient public float, investor 
base, and trading interest to provide the 
depth and liquidity necessary to 
promote fair and orderly markets. 
Adequate standards are especially 
important given the expectations of 
investors regarding exchange trading 
and the imprimatur of listing on a 
particular market. Once a security has 
been approved for initial listing, 
maintenance criteria allow an exchange 
to monitor the status and trading 
characteristics of that issue to ensure 
that it continues to meet the exchange’s 
standards for market depth and liquidity 
so that fair and orderly markets can be 
maintained. 

The Commission recognizes that this 
is the first time that NYSE would be 
adopting a traditional equity security 
listing standard under Section 102.01C 
that does not require some previous 
operating history of the listing company 
and that the proposed standards are low 
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14 Section 102.06 of the Manual, however, does 
allow the listing of SPACs, which do not have a 
prior operating history. As noted above, SPACs 
cannot qualify to list under the new Assets and 
Equity Test. 

15 See supra text accompanying note 5. 
16 See supra note 7. 
17 See supra note 7, 73 FR at 54443. 

18 The Commission notes that in relying on the 
third party valuation, the Exchange must consider 
any market factors or factors particular to the listing 
applicant that would cause concern that the value 
of the company had diminished since the date of 
Valuation and continue to monitor the company 
and the appropriateness of relying on the Valuation 
up until the time of listing. The Commission 
expects that where these factors indicate that the 
value calculated may not be an accurate estimation 
of a company’s market value, the Exchange will use 
its discretion to determine not to list such company 
pursuant to the proposed provisions. 

19 See supra note 7. 
20 15 U.S.C. 78s(b)(2). 
21 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 58741 

(October 6, 2008), 73 FR 60378. 
4 Amendment No. 1 shows how Setion 802.01B 

would be effected by changes proposed in SR– 
NYSE–2008–98. Because Amendment No. 1 is 
technical in nature, the Commission is not required 
to publish the amendment for comment. 

5 See Manual Section 802.01B(1). 
6 NYSE Alternext US LLC (‘‘Alternext’’) is the 

sucessor to the Amex, after being acquired by the 
NYSE. See Securities Exchange Act Release No. 
58673 (September 29, 2008), 73 FR 57707 (October 
3, 2008) (SR–Amex–2008–63 and SR–NYSE–2008– 
60). 

enough to qualify companies on the 
NYSE that previously would not 
qualify.14 However, as described above, 
the quantitative requirements of the new 
Assets and Equity Test exceed, and are 
more rigorous than, an existing Amex 
listing standard and meet or exceed the 
penny stock requirements in Exchange 
Act Rule 3a51–1(a)(2). Further, 
companies listing under the new Assets 
and Equity Test would still have to meet 
all the distribution, market value, and 
price requirements under Sections 
102.01A and Section 102.01B of the 
Manual, and comply with all the 
corporate governance requirements as 
any other listed company.15 The 
Commission believes that these 
requirements, taken together, will help 
to ensure that the company has the 
requisite liquidity for listing on the 
Exchange and the maintenance of fair 
and orderly markets, consistent with the 
Act. The Commission also finds that the 
continued listing standards are 
appropriate and help ensure that only 
those companies with adequate depth 
and liquidity remain listed on the 
Exchange. We note that these continued 
listing standards are the same as for 
those companies that currently qualify 
to list under the Earnings Test. 

Finally, the Commission is approving 
the adoption of procedures similar to 
those previously approved by the 
Commission to qualify for listing upon 
a selling shareholders registration rather 
than an underwritten offering for the 
same reasons noted in the original 
approval order.16 As discussed above, 
the Commission had previously 
permitted, under limited circumstances, 
the use of third party valuations to meet 
applicable market capitalization 
requirements to qualify for listing under 
the various sections of Section 
102.01C,17 and the Exchange is 
proposing to extend these identical 
requirements to the newly adopted 
Assets and Earnings Test. For third 
party valuations using the Assets and 
Earnings Test, the Exchange has 
proposed to increase the market 
capitalization requirement to 
$180,000,000 million, rather than the 
$150,000,000 currently proposed for 
other companies. As noted above, this 
increase is consistent with the 20% 
increase adopted for using a third party 
valuation for the other standards in 

102.01C.18 The Commission believes the 
provisions allowing the use of third 
party valuations for companies listing 
using the new Assets and Equity Test 
raises no new regulatory issues that 
were not discussed in the original 
approval order.19 

In approving the new Assets and 
Equity Test, the Commission expects 
that the Exchange will deny listing to 
any company seeking to list pursuant to 
the proposed rule change if the 
Exchange determines that the listing of 
any such company is not in the interests 
of the Exchange or the public interest. 

For the reasons set forth above, the 
Commission finds that the proposed 
rule change is consistent with the Act. 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,20 that the 
proposed rule change (SR–NYSE–2008– 
98), as modified by Amendment No. 1, 
be, and hereby is, approved. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.21 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27423 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 
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Companies Transferring From NYSE 
Arca 

November 12, 2008. 

I. Introduction 

On October 1, 2008, the New York 
Stock Exchange LLC (‘‘NYSE’’ or 
‘‘Exchange’’), filed with the Securities 

and Exchange Commission 
(‘‘Commission’’), pursuant to Section 
19(b)(1) of the Securities Exchange Act 
of 1934 (‘‘Act’’) 1 and Rule 19b–4 
thereunder,2 a proposed rule change 
amending Section 102.01C of the 
Exchange’s Listed Company Manual 
(‘‘Manual’’) to adopt an initial listing 
standard that will be applicable only to 
companies that are listed on NYSE Arca, 
Inc. (‘‘NYSE Arca’’) as of October 1, 
2008 and that transfer to the Exchange 
on or before March 31, 2009. On 
October 10, 2008, the proposed rule 
change was published for comment in 
the Federal Register.3 On November 10, 
2008, NYSE filed Amendment No. 1 to 
the proposed rule change.4 The 
Commission received no comments on 
the proposed rule change. This order 
approves the proposed rule change, as 
modified by Amendment No. 1. 

II. Description of the Proposal 
The Exchange has proposed to amend 

Section 102.01C of the Manual to adopt 
an initial listing standard that will be 
applicable only to companies that are 
listed on NYSE Arca as of October 1, 
2008 and that transfer to the Exchange 
on or before March 31, 2009. The 
Exchange also has proposed to apply the 
continued listing standard applicable 
under Section 802.01B to companies 
listed under the Earnings Test 5 to 
companies listed under the proposed 
new initial listing standard. 

NYSE Euronext has three equity 
listing markets: the NYSE; NYSE Arca; 
and NYSE Alternext US.6 NYSE 
Euronext management made a business 
decision to move forward with only two 
operating company equity listing 
markets and, consequently, decided to 
discontinue the operating company 
equity listing program on NYSE Arca. 
As part of this transition, the Exchange 
wants to offer the opportunity for all 
suitable NYSE Arca companies to list on 
the NYSE. NYSE notes that NYSE Arca 
listed companies wishing to transfer to 
the NYSE will be required to submit a 
listing application and be subject to the 
same listing application process as all 
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7 See Manual Section 102. 
8 The total market capitalization and market value 

of publicly held shares requirements of the NYSE 
Arca Transfer Standard equal those of Amex Initial 
Listing Standard 4 (Amex Company Guide Section 
101(d)). 

9 See Manual Section 802.01B(I). 
10 See Manual Section 802.01B. 
11 See Manual Section 802.01C. 

12 17 CFR 240.3a51–1(a)(2). 
13 15 U.S.C. 78f(b)(5). 
14 In approving this rule, the Commission has 

considered its impact on efficiency, competition, 
and capital formation. 15 U.S.C. 78c(f). 

other applicant companies. In its filing, 
the NYSE noted that not all NYSE Arca 
companies qualify to list under any of 
the existing NYSE initial listing 
standards.7 In order to list these 
companies, the Exchange proposes to 
adopt a special listing standard 
applicable only to those companies 
listed on NYSE Arca on the date of 
initial submission of this filing, that 
transfer their listing to NYSE on or 
before March 31, 2009. 

Companies transferring from NYSE 
Arca under the proposed standard 
(‘‘NYSE Arca Transfer Standard’’) 
would be required to have $75 million 
in total market capitalization for 90 
consecutive days prior to applying for 
listing and $20 million in market value 
of publicly held shares (but not the $100 
million market value of publicly held 
shares requirement of Section 102.01B). 
Such companies would have to meet the 
same holder, publicly held share and 
trading volume requirements as set forth 
in Section 102.01A as companies that 
list under the existing initial listing 
standards and the $4 stock price 
requirement of Section 102.01B.8 Upon 
listing, the NYSE is also proposing to 
apply the current continued listing 
standards set forth in Section 802.01B 
for companies listing under the 
Exchange’s Earning Test to companies 
transferring from NYSE Arca under the 
newly proposed standard in Section 
102.01C. Accordingly, Arca transfers 
will be considered below compliance if 
their average global market 
capitalization over a consecutive 30 
trading-day period is less than 
$75,000,000 and, at the same time, total 
stockholders’ equity is less than 
$75,000,000.9 In addition, other 
requirements of Section 802, such as the 
requirement that all listed companies 
maintain a minimum of $25 million in 
global market capitalization 10 and that 
all listed companies maintain a $1.00 
minimum stock price,11 would also 
apply to NYSE Arca transfers. The 
Exchange has also represented that the 
holder, trading volume and publicly 
held share requirements of Section 
802.01A along with the requirements of 
Sections 802.01D (‘‘Other Criteria’’) and 
802.01E (‘‘SEC Annual Report Timely 
Filing Criteria’’) would also apply. 

In its filing, the Exchange stated that 
it believes it is appropriate to adopt a 

short-term listing standard applicable 
only to NYSE Arca companies. In 
support of this, the Exchange noted that 
these companies listed on NYSE Arca 
on the assumption that it would exist as 
a permanent listing market and it is 
solely because of a business decision 
made by NYSE Euronext that these 
companies will need to transfer their 
listings. Further, NYSE noted that many 
of these companies listed on NYSE Arca 
because of its association with the NYSE 
and in the expectation that they would 
ultimately switch their listing to the 
NYSE when they met the NYSE’s listing 
standards. As such, the Exchange 
believes that fairness dictates that it 
should seek to list these companies on 
the NYSE where, in its view, such a 
listing is appropriate and in the interests 
of the investing public. 

In its filing, the NYSE stated that it 
will only list companies under the 
NYSE Arca Transfer Standard if it 
believes that those companies are 
suitable for trading on the NYSE. NYSE 
also noted that all of the companies that 
would be listed under the NYSE Arca 
Transfer Standard will far exceed the 
NYSE’s continued listing standards at 
the time of initial listing and will be in 
compliance with NYSE Arca continued 
listing standards. In addition, the same 
staff in NYSE Regulation’s Financial 
Compliance and Corporate Governance 
groups is responsible for ongoing 
compliance reviews of both NYSE and 
NYSE Arca companies. As such, 
according to the NYSE, the NYSE 
Regulation staff involved in making 
initial listing determinations on the 
NYSE is extremely familiar with the 
companies currently listed on NYSE 
Arca and is uniquely positioned to 
determine whether those companies are 
suitable for listing on the NYSE. The 
Exchange believes its depth of 
knowledge with respect to NYSE Arca 
companies makes it appropriate to list 
them on this one time basis under a less 
onerous standard than the Exchange 
applies to other listing applicants. As 
noted above, companies listing under 
the new NYSE Arca Transfer Standard 
will be subject to the standard listing 
application and review process 
applicable to all listing applicants and, 
if Exchange staff determine that an 
NYSE Arca company is not suitable for 
listing on the NYSE—notwithstanding 
its qualification under the numerical 
requirements of the NYSE Arca Transfer 
Standard—the Exchange will not list 
that company. 

In its proposal, NYSE represented that 
the requirements of the NYSE Arca 
Transfer Standard will exceed those 
established by the Exchange Act Rule 
3a51–1(a)(2) (the ‘‘Penny Stock 

Rule’’).12 The proposed standard’s 
requirement that an applicant have $75 
million in global market capitalization 
for 90 days prior to transferring from 
NYSE Arca exceeds the $50 million 
market capitalization for 90 days prior 
to listing option in the Penny Stock 
Rule, as well as the $50 million market 
capitalization requirement of Rule 
3a51–1(a)(2)(i)(B). In addition, 
companies listing under the NYSE Arca 
Transfer Standard will be required at 
the time of transfer to have a $4 stock 
price, 400 round lot holders and 1.1 
million publicly held shares, thereby 
meeting or exceeding all of the Penny 
Stock Rule’s remaining requirements. 

Companies listing under the NYSE 
Arca Transfer Standard will have to 
comply with all other applicable 
Exchange listing rules, including the 
Exchange’s corporate governance 
requirements. As with all other listing 
applicants, the Exchange reserves the 
right to deny listing to any company 
seeking to list under the NYSE Arca 
Transfer Standard if the Exchange 
determines that the listing of any such 
company is not in the interests of the 
Exchange or the public interest. 

III. Discussion 

After careful review, the Commission 
finds that the proposed rule change is 
consistent with the requirements of the 
Act and the rules and regulations 
thereunder applicable to a national 
securities exchange and, in particular, 
with Section 6(b)(5) of the Act,13 which 
requires, among other things, that the 
rules of a national securities exchange 
be designed to prevent fraudulent and 
manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
regulating, clearing, settling, processing 
information with respect to, and 
facilitating transactions in securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest, and to not permit unfair 
discrimination between customers, 
issuers, brokers, or dealers.14 

The development and enforcement of 
adequate standards governing the initial 
and continued listing of securities on an 
exchange is an activity of critical 
importance to financial markets and the 
investing public. Listing standards, 
including those applicable to companies 
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15 Companies listing under this standard would 
still have to meet all the requirements set forth in 
Section 102.01A and the price listing requirement 
in Section 102.01B. Those sections include 
distribution, market value and price requirements. 
The Commission believes that these requirements 
will help ensure that the company has requisite 
liquidity for listing on the Exchange. Companies 
would also have to comply with all applicable 
NYSE corporate governance requirements. 

16 Only the price requirement in 102.01B would 
apply to NYSE Arca transfers. See supra note 8 and 
accompanying text. 

17 15 U.S.C. 78s(b)(2). 
18 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

4 15 U.S.C. 78ee. 
5 17 CFR 240.31. 

transferring from another exchange, 
serve as a means for an exchange to 
screen issuers and to provide listed 
status only to bona fide companies that 
have sufficient public float, investor 
base, and trading interest to provide the 
depth and liquidity necessary to 
promote fair and orderly markets. 
Adequate standards are especially 
important given the expectations of 
investors regarding exchange trading 
and the imprimatur of listing on a 
particular market. Once a security has 
been approved for initial listing, 
maintenance criteria allow an exchange 
to monitor the status and trading 
characteristics of that issue to ensure 
that it continues to meet the exchange’s 
standards for market depth and liquidity 
so that fair and orderly markets can be 
maintained. 

The Commission believes that the 
proposed rule change will provide a 
means for a narrow category of 
companies, whose common stock is 
currently listed on NYSE Arca, to list on 
the Exchange. In particular, for 
companies that otherwise meet NYSE’s 
distribution, market value, and price 
listing requirements,15 the proposed 
rule change will allow the Exchange the 
discretion to list companies that meet 
the proposed standards. In addition, the 
Commission expects that the Exchange 
will deny listing to any company 
seeking to list pursuant to the proposed 
rule change if the Exchange determines 
that the listing of any such company is 
not in the interests of the Exchange or 
the public interest. 

In accordance with the terms of the 
proposed rule, the Exchange will apply 
this standard only for the very narrow 
category of companies, listed on NYSE 
Arca as of October 1, 2008, that transfer 
to the Exchange on or before March 31, 
2009. Since NYSE Regulation’s 
Financial Compliance and Corporate 
Governance groups are responsible for 
ongoing compliance reviews of both 
NYSE and NYSE Arca companies, the 
Commission believes the Exchange 
should be sufficiently familiar with 
companies seeking to transfer to be able 
to determine if any such company is an 
appropriate transfer candidate. While 
the new standards are lower than those 
previously applied to new NYSE 
listings, the Commission believes that 
the new criteria, coupled with the 

existing applicable listing requirements 
in Sections 102.01(A) and (B),16 should 
help to ensure a minimum level of 
depth and liquidity to maintain fair and 
orderly markets. 

In approving the proposal, the 
Commission recognizes that the new 
standard is applicable only to a small 
segment of transfers from a single 
market for a limited time. The 
Commission believes that this is 
reasonable and consistent with the Act 
given the business plans of the 
Exchange, but more importantly the 
compliance expertise of NYSE staff in 
evaluating the potential NYSE Arca 
transfers. The Commission expects the 
NYSE to only list those NYSE Arca 
transfers which they believe, through 
their past expertise reviewing these 
companies, are suitable for trading on 
the NYSE and the maintenance of fair 
and orderly markets. 

For the reasons set forth above, the 
Commission finds that the proposed 
rule change is consistent with the Act. 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,17 that the 
proposed rule change (SR–NYSE–2008– 
97), as modified by Amendment No. 1, 
be, and hereby is, approved. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.18 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27424 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58933; File No. SR– 
NYSEALTR–2008–05] 

Self-Regulatory Organizations; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change by NYSE 
Alternext US LLC To Extend Its 
Temporary Program Relating to 
Section 31–Related Funds 

November 12, 2008. 
Pursuant to Section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that on November 
7, 2008, NYSE Alternext US LLC 

(‘‘NYSE Alternext’’ or the ‘‘Exchange’’) 
filed with the Securities and Exchange 
Commission the proposed rule changes 
as described in Items I and II below, 
which items have been prepared by the 
Exchange. The Commission is 
publishing this notice to solicit 
comments on the proposed rule changes 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The NYSE Alternext, formerly known 
as the American Stock Exchange LLC 
(‘‘Amex’’), proposes to extend until 
January 13, 2009 a temporary program, 
which allows member firms to 
voluntarily submit funds previously 
accumulated by the member firms 
pursuant to Rule 393 and not forwarded 
to be subsequently used by the 
Exchange to satisfy its obligation to 
remit Section 31 fees to the 
Commission. 

The text of the proposed rule change 
is available on the Exchange’s Web site 
at www.nyse.com, at the Exchange’s 
principal office, and at the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of 
and basis for the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
NYSE Alternext has prepared 
summaries, set forth in Sections A, B 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
Pursuant to Section 31 of the Act 4 

and Commission Rule 31,5 NYSE 
Alternext US and other national 
securities exchanges are required to pay 
a transaction fee to the Commission that 
is designed to recover the costs related 
to the government’s supervision and 
regulation of the securities markets and 
securities professionals. To offset this 
obligation, NYSE Alternext US assesses 
its clearing and self-clearing members a 
regulatory fee in accordance with Rule 
393, which mirrors Section 31 in both 
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6 The Commission stated in its release adopting 
new Rule 31 and Rule 31T that ‘‘it is misleading 
to suggest that a customer or [self-regulatory 
organization] member incurs an obligation to the 
Commission under Section 31.’’ See Securities 
Exchange Act Release No. 49928 (June 28, 2004), 69 
FR 41060 (July 7, 2004). In response to this 
statement, the Exchange issued a Notice to members 
regarding its Rule 393 Fee and the SEC’s ‘‘Section 
31 Fee’’, and provided guidance for members and 
member organizations that choose to charge their 
customers fees. See Amex Notice REG 2004–42 
Finance (October 29, 2004). 

7 See Securities Exchange Act Release No. 57829 
(May 16, 2008), 73 FR 30173 (May 23, 2008) (SR– 
Amex–2007–107) (order approving procedures 
under Rule 393 regarding Section 31-related funds). 

8 The Exchange notes that the date of proposed 
termination of the program coincides with the 
termination date of a similar temporary program 
implemented by the New York Stock Exchange 
LLC. See Securities Exchange Act Release No. 
58108 (July 7, 2008), 73 FR 40413 (July 14, 2008) 
(SR–NYSE–2007–64). 

9 15 U.S.C. 78f(b). 
10 15 U.S.C. 78f(b)(5). 

11 15 U.S.C. 78s(b)(3)(A). 
12 17 CFR 240.19b–4(f)(6). Pursuant to Rule 19b– 

4(f)(6)(iii) under the Act, the Exchange is required 
to give the Commission written notice of its intent 
to file the proposed rule change, along with a brief 
description and text of the proposed rule change, 
at least five business days prior to the date of filing 
of the proposed rule change, or such shorter time 
as designated by the Commission. The Exchange 
has satisfied this requirement. 

13 See Securities Exchange Act Release No. 58108 
(July 7, 2008), 73 FR 40413 (July 14, 2008) (SR– 
NYSE–2007–64); Securities Exchange Act Release 
No. 55886 (June 8, 2007), 72 FR 32935 (June 14, 
2007) (SR–NASD–2007–027). 

14 For purposes only of waiving the 30-day 
operative delay, the Commission has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 

scope and amount. Clearing members 
may in turn seek to charge a fee to their 
customers or correspondent firms. Any 
allocation of the fee between the 
clearing member and its correspondent 
firm or customer is the responsibility of 
the clearing member. 

Reconciling the amounts reported to 
the Exchange and the amounts collected 
from the customers historically had 
been difficult for member firms, causing 
surpluses to accumulate at some 
member firms (referred to as 
‘‘accumulated funds’’). These 
accumulated funds were not remitted to 
the Exchange by certain members, 
despite the fact that these charges may 
have been previously identified as 
‘‘Section 31 Fees’’ or ‘‘SEC Fee’’ by the 
firms.6 In addition, since Amex used a 
‘‘self-reporting’’ methodology for its 
members to report and remit amounts 
payable pursuant to Rule 393 prior to 
the implementation of its billing system 
in December 2007, the Exchange 
accumulated amounts in excess of the 
amounts due and paid by the Exchange 
to the Commission pursuant to Section 
31 and Rule 31 (‘‘Exchange accumulated 
funds’’). 

In May 2008, the Commission 
approved the adoption of 
Commentary.01 to Rule 393 that allows 
firms, on a one-time-only basis, 
voluntarily to remit historically 
accumulated funds to the Exchange. 
These funds will be used to pay the 
Exchange’s current Section 31 fees in 
conformity with prior representations 
made by member firms. In addition, a 
member or member organization may 
designate all or part of the Exchange 
accumulated excess held by the 
Exchange and allocated to such member 
be used by the Exchange in accordance 
with the new Commentary to Rule 393. 
Finally, to the extent the payment of 
these historically accumulated funds or 
Exchange accumulated funds is in 
excess of the Section 31 fees due the 
Commission from NYSE Alternext US, 
such surplus shall be used by the 
Exchange to offset regulatory costs. 

In accordance with Rule 393, 
Commentary.01 the effective dates of 
the temporary program were from May 

23, 2008 through October 23, 2008.7 In 
the interest of providing member firms 
with additional notice of the temporary 
program and providing additional 
opportunity for member firms to remit 
historically accumulated funds in 
accordance with such program, the 
Exchange now proposes to extend the 
program through January 13, 2009. The 
Exchange believes that an extension of 
its temporary program will permit the 
Exchange to provide additional notice of 
the program to members firms and will 
provide a transparent way of addressing 
the issue of accumulated funds held at 
the member firm level and by the 
Exchange.8 

2. Statutory Basis 

The proposed rule change is 
consistent with Section 6(b) of the Act 9 
in general and furthers the objectives of 
Section 6(b)(5) of the Act 10 in particular 
in that it is designed to prevent 
fraudulent and manipulative acts and 
practices, to promote just and equitable 
principles of trade, to foster cooperation 
and coordination with persons engaged 
in facilitating transactions in securities, 
to remove impediments to and perfect 
the mechanism of a free and open 
market and a national market system, 
and, in general, to protect investors and 
the public interest. The Exchange 
believes that an extension of its 
temporary program until January 13, 
2009 will permit the Exchange to 
provide additional notice to member 
firms regarding the program and will 
provide a transparent way of addressing 
the issue of accumulated funds held at 
the member firm level and by the 
Exchange. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purpose of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has neither solicited 
nor received written comments on the 
proposed rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the proposed rule change: (i) 
Does not significantly affect the 
protection of investors or the public 
interest; (ii) does not impose any 
significant burden on competition; and 
(iii) does not become operative for 30 
days after the date of the filing, or such 
shorter time as the Commission may 
designate if consistent with the 
protection of investors and the public 
interest, the proposed rule change has 
become effective pursuant to Section 
19(b)(3)(A) of the Act 11 and Rule 19b– 
4(f)(6) thereunder.12 

The Exchange has requested that the 
Commission waive the 30-day operative 
delay in this case. The Commission 
hereby grants the Exchange’s request 
and believes that doing so is consistent 
with the protection of investors and the 
public interest. The Commission 
previously found similar proposals from 
other SROs to be consistent with the 
Act.13 The Commission is not aware of 
any issue that should cause it to revisit 
those findings or preclude the 
immediate operativeness of the 
extension of the NYSE Alternext 
proposal. The Commission notes that, 
because the program is voluntary, it 
imposes no obligation on any NYSE 
Alternext member that believes that 
accumulated funds should be retained 
or disposed of in another manner. For 
these reasons, the Commission 
designates that the proposed rule 
change become operative immediately 
upon filing.14 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
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15 15 17 CFR 200.30–3(a)(12). 

the rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSEALTR–2008–05 on 
the subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–NYSEALTR–2008–05. This 
file number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, on official business days between 
the hours of 10 a.m. and 3 p.m. Copies 
of the filing also will be available for 
inspection and copying at the principal 
office of the Exchange. All comments 
received will be posted without change; 
the Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR– 
NYSEALTR–2008–05 and should be 
submitted on or before December 10, 
2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.15 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–27426 Filed 11–18–08; 8:45 am] 
BILLING CODE 8011–01–P 

SMALL BUSINESS ADMINISTRATION 

Data Collection Available for Public 
Comments and Recommendations 

ACTION: Notice and request for 
comments. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, this 
notice announces the Small Business 
Administration’s intentions to request 
approval on a new and/or currently 
approved information collection. 
DATES: Submit comments on or before 
January 20, 2009. 
ADDRESSES: Send all comments 
regarding whether this information 
collection is necessary for the proper 
performance of the function of the 
agency, whether the burden estimates 
are accurate, and if there are ways to 
minimize the estimated burden and 
enhance the quality of the collection, to 
Jacqueline West, Assistant 
Administrator, Office of 8(a) Review, 
Small Business Administration, 409 3rd 
Street, SW., 8th floor, Wash., DC 20416. 
FOR FURTHER INFORMATION CONTACT: 
Jacqueline West, Assistant 
Administrator, Office of 8(a) Program 
Review, 202–205–7521, 
jacqueline.west@sba.gov, Curtis B. Rich, 
Management Analyst, 202–205–7030, 
curtis.rich@sba.gov. 

SUPPLEMENTARY INFORMATION: The 
information is necessary to determine 
whether HubZone eligibility 
requirements are met and if the firm is 
a small business; has a principal office 
in a HubZone; 35% of it’s employees 
reside in a HubZone; and at least 51% 
owned by U.S. citizens. 

Title: ‘‘HubZone Program Electronic 
Application; Recertification and 
Program Examination.’’ 

Description of Respondents: Small 
Businesses Seeking Certification. 

Form Number: 2103. 
Annual Responses: 6,375. 
Annual Burden: 10,725. 

Jacqueline White, 
Chief, Administrative Information Branch. 
[FR Doc. E8–27377 Filed 11–18–08; 8:45 am] 
BILLING CODE 8025–01–P 

DEPARTMENT OF STATE 

[Public Notice 6430] 

Termination of Statutory Debarment 
Pursuant to Section 38(g)(4) of the 
Arms Export Control Act for Interaero, 
Inc. 

ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the Department of State has terminated 
the statutory debarment of Interaero, 
Inc. pursuant to section 38(g)(4) of the 
Arms Export Control Act (AECA) (22 
U.S.C. 2778). 
DATES: Effective November 19, 2008. 
FOR FURTHER INFORMATION CONTACT: 
David C. Trimble, Director, Office of 
Defense Trade Controls Compliance, 
Directorate of Defense Trade Controls, 
Bureau of Political-Military Affairs, 
Department of State (202) 663–2807. 
SUPPLEMENTARY INFORMATION: Section 
38(g)(4) of the AECA and section 127.11 
of the International Traffic in Arms 
Regulations (ITAR) prohibit the 
issuance of export licenses or other 
approvals to a person if that person, or 
any party to the export, has been 
convicted of violating the AECA and 
certain other U.S. criminal statutes 
enumerated at section 38(g)(1) of the 
AECA and section 120.27 of the ITAR. 
A person convicted of violating the 
AECA is also subject to statutory 
debarment under section 127.7 of the 
ITAR. 

In December 2004, Interaero, Inc. was 
convicted of violating the AECA (U.S. 
District Court, District of Columbia, 
1:04–cr–00317–JGP–1). Based on this 
conviction, Interaero, Inc. was 
statutorily debarred pursuant to section 
38(g)(4) of the AECA and section 127.7 
of the ITAR and, thus, prohibited from 
participating directly or indirectly in 
exports of defense articles and defense 
services. Notice of debarment was 
published in the Federal Register (71 
FR 5402, February 1, 2006). 

Section 38(g)(4) of the AECA permits 
termination of debarment after 
consultation with the other appropriate 
U.S. agencies and after a thorough 
review of the circumstances 
surrounding the conviction and a 
finding that appropriate steps have been 
taken to mitigate any law enforcement 
concerns. As a condition of 
reinstatement, Interaero will not be 
involved in any way with the export of, 
or otherwise trade in, United States 
Munitions List items permanently. 
Therefore, the Department of State has 
determined that Interaero, Inc. has taken 
appropriate steps to address the causes 
of the violations and to mitigate any law 
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enforcement concerns. Interaero will 
remain under a policy of denial 
concerning license applications and 
other approvals, and will therefore 
continue to be ineligible to engage in 
export activities under the AECA. 
Therefore, in accordance with section 
38(g)(4) of the AECA, the debarment of 
Interaero, Inc. is rescinded, effective 
November 19, 2008. 

Dated: October 3, 2008. 
Frank J. Ruggiero, 
Assistant Secretary of State for Political- 
Military Affairs, Department of State. 
[FR Doc. E8–27502 Filed 11–18–08; 8:45 am] 
BILLING CODE 4710–25–P 

DEPARTMENT OF STATE 

[Public Notice 6429] 

Termination of Statutory Debarment 
Pursuant to Section 38(g)(4) of the 
Arms Export Control Act for Quality 
Aviation, Inc. 

ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the Department of State has terminated 
the statutory debarment of Quality 
Aviation, Inc. pursuant to section 
38(g)(4) of the Arms Export Control Act 
(AECA) (22 U.S.C. 2778). 
DATES: Effective November 19, 2008. 
FOR FURTHER INFORMATION CONTACT: 
David C. Trimble, Director, Office of 
Defense Trade Controls Compliance, 
Directorate of Defense Trade Controls, 
Bureau of Political-Military Affairs, 
Department of State (202) 663–2807. 
SUPPLEMENTARY INFORMATION: Section 
38(g)(4) of the AECA and section 127.11 
of the International Traffic in Arms 
Regulations (ITAR) prohibit the 
issuance of export licenses or other 
approvals to a person if that person, or 
any party to the export, has been 
convicted of violating the AECA and 
certain other U.S. criminal statutes 
enumerated at section 38(g)(1) of the 
AECA and section 120.27 of the ITAR. 
A person convicted of violating the 
AECA is also subject to statutory 
debarment under section 127.7 of the 
ITAR. 

In August 2001, Quality Aviation, Inc. 
was convicted of violating the AECA 
(U.S. District Court, Central District of 
California, Western Division—Los 
Angeles, 2:00–cr–00787–WDK–1). Based 
on this conviction, Quality Aviation, 
Inc. was statutorily debarred pursuant to 
section 38(g)(4) of the AECA and section 
127.7 of the ITAR and, thus, prohibited 
from participating directly or indirectly 
in exports of defense articles and 
defense services. Notice of debarment 

was published in the Federal Register 
(68 FR 52436, September 3, 2003). 

Section 38(g)(4) of the AECA permits 
termination of debarment after 
consultation with the other appropriate 
U.S. agencies and after a thorough 
review of the circumstances 
surrounding the conviction and a 
finding that appropriate steps have been 
taken to mitigate any law enforcement 
concerns. The Department of State has 
determined that Quality Aviation, Inc. 
has taken appropriate steps to address 
the causes of the violations and to 
mitigate any law enforcement concerns. 
Therefore, in accordance with section 
38(g)(4) of the AECA, the debarment of 
Quality Aviation, Inc. is rescinded, 
effective November 19, 2008. 

Dated: October 3, 2008. 
Frank J. Ruggiero, 
Assistant Secretary of State for Political- 
Military Affairs, Department of State. 
[FR Doc. E8–27500 Filed 11–18–08; 8:45 am] 
BILLING CODE 4710–25–P 

DEPARTMENT OF STATE 

[Public Notice 6428] 

APEC 2011 Leaders’ Meeting 

Summary: United States cities and 
major resort/hotel destinations are 
invited to present proposals to hold the 
concluding series of meetings of the 
Asia Pacific Economic Cooperation 
(APEC) forum scheduled for November 
12–20, 2011. Over the course of nine 
days, the United States Government will 
organize various official and informal 
events, bilateral meetings, and media 
events that APEC member economies 
will attend. In total, up to 20,000 
participants, including support staff, 
security, media, and businesspersons 
are expected to attend. Global media 
attention will focus on the APEC 
Leaders’ Meetings and the city selected 
to host the event. The President of the 
United States, 18 other Heads of 
Government and representatives from 
Hong Kong and Taiwan are expected to 
attend. Each APEC delegation will likely 
come with its own advisors, security, 
and media. The APEC CEO Summit will 
also attract senior business executives 
from around the Asia-Pacific region. 
With this many high-profile visitors, 
security will be a major consideration 
for the selection of the city and 
conference venues. The following 
meetings are expected to be held from 
November 12–20, 2011: (1) Concluding 
Senior Officials Meeting (CSOM)—2 
days, approximately 200 delegates; (2) 
APEC Business Advisory Council 
Meeting (ABAC)—4 days, 

approximately 200 delegates; (3) APEC 
Ministerial Meeting (AMM)—2 days, 
approximately 500 delegates; (4) APEC 
CEO Summit—2 days, approximately 
10,000 participants; (5) ABAC Dialogue 
with Leaders—1⁄2 day, restricted 
attendance; (6) APEC Economic Leaders 
Meeting (AELM)—2 days, restricted 
attendance, 10,000 participants. The 
minimum requirements are as follows: 
An international airport with good 
connections to and from APEC 
economies (further information on 
APEC can be found at www.APEC.org); 
20,000 hotel rooms of international 
standard including 80 suites for Heads 
of Government and cabinet-level 
Ministers; Conference facilities for 
multiple meetings; Political, business, 
and civic support; Local security 
capable of supporting delegates and 
VIPs. Preparation of Proposals. Deadline 
is December 15, 2008. The city selection 
will be made by the new 
Administration. Proposals must be in 
one (1) three-inch binder with no loose 
inserts. A professional video 
presentation of the city or resort/hotel 
must be included on a DVD. Three 
copies of the proposals must be mailed 
to: U.S. Department of State, Attn: APEC 
2011 Leaders’ Meeting, 2201 C. Street, 
Washington, DC 20520. Proposals 
should be postmarked by December 15, 
2008. Questions about the proposal can 
be directed to APEC2011@state.gov. 
Questions will be responded to in a 
timely manner. All information in the 
proposal, including prices, must be 
valid for 60 days after the due date. 
Binders must have the following 
sections: (1) One-page executive 
summary of what the city offers. (2) 
General city description including the 
following: (a) Letter of support from the 
mayor or city’s senior elected official; 
(b) letter of support from the state 
governor; (c) letter of support from local 
chamber of commerce; (d) a past 
performance statement which indicates 
the city’s experience in putting on large 
meetings and events of this scale; (e) 
history of the city; (f) manufacturing and 
trade with the Asian-Pacific region; (g) 
description of the city’s population 
groups from the APEC economies; (h) 
cultural attractions and shopping; and 
(i) availability of special places of 
interest that could be used for formal 
receptions, official dinners, or other 
events (e.g. museums, parks, 
monuments, theatres, etc.). (3) Airport: 
(a) Airline connections with APEC 
economies; (b) immigration and customs 
facilities; facilitated and expedited 
immigration for delegates, if any; (c) 
ability to receive private airplanes of 
heads of government and VIPs; (d) 
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ground transportation to conference 
hotels; (e) arrival welcome for delegates, 
if any; and (f) traveler assistance 
services. (4) Hotel rooms and prices: (a) 
Hotels within one mile of the 
conference center including facilities, 
such as wireless internet (WIFI), and 
restaurants; (b) Hotels farther than one 
mile from the conference center 
including facilities, such as WIFI and 
restaurants; (c) hotel rooms suitable for 
VIPs; (d) up-to-date safety/security 
systems; and (e) ability to comply with 
security checks on employees. (5) 
Conference facilities: (a) Catering, 
audio-visual, perimeter security, on-site 
maintenance, management, medical, 
and WIFI; (b) dedicated entrance for 
APEC delegates, if any; (c) meeting 
rooms; (d) transportation between hotels 
and conference facilities; (e) spreadsheet 
with costs of conference facilities for 
dates indicated; (f) Statement that the 
facilities are available for conference 
dates plus four weeks before those dates 
and one week after; and (g) Lunch 
facilities within a 15-minute walk of the 
conference facilities. (6) Letters of 
support from civic and business groups. 
(7) Letter of support from conference 
bureau. (8) Description of local 
transportation. (9) Security should 
address the AELM Leaders’ conference 
facilities and hotels only. Please address 
the following questions: How will the 
city provide security for the delegates 
and VIPs including the U.S. President? 
Only the U.S. President and other Heads 
of Government will have United States 
Secret Service (USSS) protective details. 
Each Head of Government will receive 
protection and a limousine. The 
Secretary of State has 24/7 Diplomatic 
Security Service (DS) protection. Heads 
of delegations that are not Heads of 
Government would NOT receive USSS 
protection but, based on threat, might 
receive DS protection. Local Police 
Departments (PD) normally provide 
route, motorcade, and intelligence 
support to the USSS. Local PDs 
historically have the lead responsibility 
for providing crowd control, 
demonstration control and riot 
response. If required, will the city block 
off streets around the conference venue 
and hotels for Heads of Government? 
The conference facility would have tight 
perimeter and access controls. Security 
arrangements for hotels are based on 
threat information relating to the Heads 
of Government and will be determined 
on a case-by-case basis by the USSS and 
Local PD. Not every hotel would 
necessarily have total perimeter 
controls. Conversely, a central hotel 
might meet criteria for closed streets 
and public access. How will the city 

fund the extra security required for this 
conference? Cities that bid on such 
events must take into account and 
budget for the extensive costs of 
Security and Public Safety, as that 
responsibility lies solely with the host 
city. The USSS and DS do not reimburse 
local police for costs of supporting 
visiting foreign dignitaries. Some cities 
in the past have been able to obtain 
funding to offset security costs through 
Congress when requests for funding 
support have been initiated by their 
congressional representatives. This 
event would likely receive a Department 
of Homeland Security, Special Event 
Activity Report (SEAR) Level One. It 
could possibly receive designation as a 
National Security Special Event (NSSE) 
but that would not likely be determined 
until approximately one year or less 
prior to the event. The SEAR and NSSE 
designations are made based on certain 
criteria by either the DHS Special Event 
Working Group or the NSSE Working 
Group (Interagency Security groups that 
use methodology to determine an 
event’s rating.) Neither designation 
provides funding to local public safety 
agencies, but the ultimate SEAR level 
and, if applicable, NSSE designation, 
does outline the level of support that 
Federal agencies can provide. What 
public safety infrastructure is available? 
Address the following: (1) Police: (a) 
Special operations capabilities; (b) VIP 
protection; (c) riot and crowd control 
response to incidents; (d) explosive 
detection and disposal; (e) traffic 
controls; (f) Intelligence Division; (g) 
mutual aid agreements/memorandum of 
understanding with surrounding 
jurisdictions/state police; (h) 
communication center and procedures; 
and (i) current emergency plan. (2) Fire/ 
emergency medical service: (a) Chemical 
Biological Radiological and Nuclear 
detection/procedures; (b) first 
responders; (c) equipment/training and 
trained staff on hand. (3) Emergency 
Management: (a) Mass casualty; (b) 
terrorist attack; and (c) natural disaster. 
(4) Emergency Facilities: (a) Hospital/ 
Medical Centers; (b) emergency backup 
communications; (c) emergency 
supplies; and (d) evacuation plans. 

Dated: November 7, 2008. 

Edward Malcik, 
Director, Office of International Conferences, 
Department of State. 
[FR Doc. E8–27490 Filed 11–18–08; 8:45 am] 

BILLING CODE 4710–19–P 

DEPARTMENT OF TRANSPORTATION 

Office of the Secretary 

Notice of Applications for Certificates 
of Public Convenience and Necessity 
and Foreign Air Carrier Permits Filed 
Under Subpart B (Formerly Subpart Q) 
During the Week Ending October 24, 
2008 

The following Applications for 
Certificates of Public Convenience and 
Necessity and Foreign Air Carrier 
Permits were filed under Subpart B 
(formerly Subpart Q) of the Department 
of Transportation’s Procedural 
Regulations (See 14 CFR 301.201 et 
seq.). The due date for Answers, 
Conforming Applications, or Motions to 
Modify Scope are set forth below for 
each application. Following the Answer 
period DOT may process the application 
by expedited procedures. Such 
procedures may consist of the adoption 
of a show-cause order, a tentative order, 
or in appropriate cases a final order 
without further proceedings. 

Docket Number: DOT–OST–2004– 
18639. 

Date Filed: October 20, 2008. 
Due Date for Answers, Conforming 

Applications, or Motion to Modify 
Scope: November 10, 2008. 

Description: Supplement of TNT 
Airways S.A. to its application for a 
foreign air carrier permit to include 
authorization to engage in: (i) Scheduled 
and charter foreign air transportation of 
property and mail from any point or 
points behind any Member State of the 
European Union via any point or points 
in any Member State and via 
intermediate points to any point or 
points in the United States and beyond; 
(2) scheduled and charter foreign air 
transportation of property and mail 
between any point or points in the 
United States and any point or points in 
any member of the European Common 
Aviation Area; (3) scheduled and 
charter foreign cargo air transportation 
between any point or points in the 
United States and any point or points; 
(4) other charters; and (5) transportation 
authorized by any additional route 
rights made available to European 
Community carriers in the future. 

Docket Number: DOT–OST–2008– 
0311. 

Date Filed: October 24, 2008. 
Due Date for Answers, Conforming 

Applications, or Motion to Modify 
Scope: November 14, 2008. 

Description: Application of ExecuJet 
Europe GmbH (‘‘ExecuJet’’) requesting 
exemption and permit authority 
permitting ExecuJet to conduct charter 
foreign air transportation of persons and 
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property to the full extent authorized by 
the recently signed Air Transport 
Agreement between the United States, 
the European Community and the 
Member States of the European 
Community (‘‘US–EU Agreement’’) to 
engage in: (1) Charter passenger foreign 
air transportation between any point or 
points behind any member state of the 
European Union via any point or points 
in any member state and via 
intermediate points to any point or 
points in the United States or beyond; 
(3) charter foreign passenger air 
transportation between any point or 
points in the United States and any 
point or points in any member of the 
European Common Aviation Area; (3) 
other charters pursuant to the prior 
approval requirements; and (4) 
transportation authorized by any 
additional route rights that may be made 
available to European Union carriers in 
the future. 

Renee V. Wright, 
Program Manager, Docket Operations, 
Federal Register Liaison. 
[FR Doc. E8–27453 Filed 11–18–08; 8:45 am] 

BILLING CODE 4910–9X–P 

DEPARTMENT OF TRANSPORTATION 

Office of the Secretary 

Aviation Proceedings, Agreements 
Filed the Week Ending October 24, 
2008 

The following Agreements were filed 
with the Department of Transportation 
under the sections 412 and 414 of the 
Federal Aviation Act, as amended (49 
U.S.C. 1383 and 1384) and procedures 
governing proceedings to enforce these 
provisions. Answers may be filed within 
21 days after the filing of the 
application. 

Docket Number: DOT–OST–2008– 
0310. 

Date Filed: October 23, 2008. 
Parties: Members of the International 

Air Transport Association. 
Subject: Technical Correction: Mail 

Vote 576—Resolution 010e. TC3 Special 
Passenger Amending Resolution. From 
Hong Kong SAR (HK) to Japan. (Memo 
1243). Intended effective date: 15 
November 2008. 

Renee V. Wright, 
Program Manager, Docket Operations, 
Federal Register Liaison. 
[FR Doc. E8–27454 Filed 11–18–08; 8:45 am] 

BILLING CODE 4910–9x–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

[Docket No. FAA–2006–25709, Notice No. 
93–87; Docket No. FAA–2008–0517, Notice 
No. 08–05] 

Congestion Management Rules for 
John F. Kennedy International Airport, 
Newark Liberty International Airport, 
and LaGuardia Airport 

AGENCY: Federal Aviation 
Administration, DOT. 
ACTION: Notice of Limited Slot 
Allocation demonstration. 

SUMMARY: This notice announces a 
meeting to hold a demonstration of the 
allocation method that the Federal 
Aviation Administration will use to 
allocate limited slots for its congestion 
management rules for John F. Kennedy 
International Airport, Newark Liberty 
International Airport, and LaGuardia 
Airport (Final Congestion Rules). 
[Docket No. FAA–2008–0517, Notice 
No. 08–05 and Docket No. FAA–2006– 
25709, Notice No. 93–87]. 
DATES: The Limited Slot Allocation 
demonstration is scheduled for 
December 04, 2008, from 1 p.m. to 4 
p.m., Eastern Time. 
ADDRESSES: The demonstration will be 
held in the FAA headquarters, 800 
Independence Avenue, SW., 
Washington, DC, in the FAA 
auditorium. 

FOR FURTHER INFORMATION, TO RSVP OR 
TO CONTACT THE AGENCY REGARDING THE 
MEETING: Molly Smith, Office of 
Aviation Policy & Plans, Federal 
Aviation Administration, 800 
Independence Ave., SW., Washington, 
DC 20591; Phone 202–267–3274; Fax: 
(202) 267–3278; E-mail: 
Molly.w.Smith@faa.gov. Please RSVP by 
November 26, 2008. 
SUPPLEMENTARY INFORMATION: As 
discussed in the Final Congestion Rules 
all operators with more than 20 slots at 
the affected airports will have a 
percentage of slots designated as 
Limited Slots, which will expire prior to 
the expiration of the Final Congestion 
Rules. Limited Slot leases will expire 
over the first five years of the Final 
Congestion Rules. The number of years 
of lease duration for Limited Slots 
would be distributed in a manner that 
fairly distributes the relative length of 
lease durations among carriers in 
proportion to their initial holdings. The 
Final Congestion Rules designate that 
carriers identify one-half of their limited 
slots by hour of the day; the FAA will 
then choose the remaining 50 percent to 
fairly distribute the total across the day. 

Thereafter, the slot lives for all limited 
slots would be assigned by FAA. 

The Limited Slot Allocation 
Demonstration is open to the public 
although reservations are required by 
November 26, 2008. Seating at the 
meeting is limited so priority will be 
given to the Port Authority of New York 
and New Jersey and the carriers 
operating at the affected airports. 

Persons with a disability requiring 
special accommodations, such as an 
interpreter for the hearing impaired, 
should contact the FAA contact noted 
above at least ten (10) calendar days 
prior to the meeting. 

Robert Robeson, 
Manager, Systems & Policy Analysis Division. 
[FR Doc. E8–27461 Filed 11–18–08; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Motor Carrier Safety 
Administration 

Use of Advanced Information 
Technologies To Monitor Compliance 
With Federal Motor Carrier Safety 
Regulations 

AGENCY: Federal Motor Carrier Safety 
Administration (FMCSA), USDOT. 
ACTION: Notice of Policy Change. 

SUMMARY: This notice is to inform the 
motor carrier community of policy 
changes regarding the FMCSA’s use of 
advanced information technology. 
DATES: Effective Date: This change in 
policy is effective December 19, 2008. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Lee Zimmerman, Chief, Enforcement 
and Compliance Division, MC–ECE, 
Federal Motor Carrier Safety 
Administration, 1200 New Jersey Ave, 
SE., Washington, DC 20590. Telephone: 
202–366–6830. Office hours are from 
7:45 a.m. to 4:15 p.m., e.t., Monday 
through Friday, except Federal holidays. 
Web site address: http:// 
www.fmcsa.dot.gov. 

Background 

Current Policy 

In 1997, the FMCSA issued a policy 
memorandum which limited the use of 
advanced technology during Agency 
investigations regarding motor carrier 
compliance with the Federal Motor 
Carrier Safety Regulations. The Agency 
recognized the technologies, which 
were emerging and being implemented 
within the industry in 1997, offered 
positive opportunity to advance 
operational safety performance. 
Therefore, the Agency decided to 
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initiate the 1997 policy limiting the use 
of technology data and electronically 
produced records during reviews and 
for regulatory enforcement purposes, in 
order to promote and encourage the use 
of these new technologies by the 
industry. This policy afforded the 
industry the opportunity to fully 
integrate the technology in its 
operations and overall safety 
management system. 

After more than a decade since the 
Agency established its policy, the use of 
advanced technology has become 
widely accepted and an integral 
component of the industry’s logistics 
and operations management systems. 
The Agency’s policy achieved its 
purpose; the once emerging 
technologies are today a common and 
essential component of the industry’s 
logistics, operations and safety 
management systems to achieve the safe 
and efficient transportation of 
passengers and freight. Therefore, with 
this notice, the FMCSA rescinds the 
1997 policy on Advanced Information 
Technology. 

Issued on: November 13, 2008. 
Dan Hartman, 
Associate Administrator, Field Operations. 
[FR Doc. E8–27441 Filed 11–18–08; 8:45 am] 
BILLING CODE 4910–EX–P 

DEPARTMENT OF TRANSPORTATION 

Federal Motor Carrier Safety 
Administration 

[Docket No. FMCSA–2006–26367] 

Announcement of Renewal of the 
Motor Carrier Safety Advisory 
Committee Charter; Request for 
Nominations 

AGENCY: Federal Motor Carrier Safety 
Administration (FMCSA), DOT. 
ACTION: Notice of renewal of advisory 
committee charter and reappointment of 
members; request for member 
nominations. 

SUMMARY: FMCSA announces the 
renewal of the charter for its Motor 
Carrier Safety Advisory Committee 
(MCSAC) and the reappointment of 13 
of the 15 original members of the 
Committee, and solicits nominations for 
interested persons in the safety 
enforcement community to serve on the 
Committee. The MCSAC was mandated 
by the Safe, Accountable, Flexible, 
Efficient Transportation Equity Act: A 
Legacy for Users, Public Law 109–59; 
established on September 8, 2006; and, 
renewed on September 8, 2008. The 
Committee is charged with providing 

advice and recommendations to the 
FMCSA Administrator on the needs, 
objectives, plans, approaches, content, 
and accomplishments of Federal motor 
carrier safety programs and Federal 
motor carrier safety regulations. 
DATES: Nominations for the MCSAC 
must be received on or before December 
4, 2008. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Jeffrey Miller, Chief, Strategic Planning 
and Program Evaluation Division, Office 
of Policy Plans and Regulation, (202) 
366–1258, Federal Motor Carrier Safety 
Administration, 1200 New Jersey 
Avenue, SE., Washington, DC 20590– 
0001. 
SUPPLEMENTARY INFORMATION: 

I. Background 
Section 4144 of the Safe, Accountable, 

Flexible, Efficient Transportation Equity 
Act: A Legacy for Users (SAFETEA–LU) 
(Pub. L. 109–59, August 10, 2005), 
required the Secretary to establish the 
MCSAC. The Committee provides 
advice and recommendations to the 
Administrator of FMCSA on the needs, 
objectives, plans, approaches, content, 
and accomplishments of motor carrier 
safety programs and motor carrier safety 
regulations. The Committee may be 
comprised of up to 20 members 
appointed by the Administrator for up 
to two-year terms. They are selected 
from among individuals who are not 
employees of FMCSA and who are 
specially qualified to serve on the 
Committee based on their education, 
training, or experience. The members 
include representatives of the motor 
carrier industry, safety advocates, and 
safety enforcement officials. 
Representatives of a single enumerated 
interest group may not constitute a 
majority of the Committee members. 
The Administrator designates a 
chairman of the Committee from among 
the members. Committee members must 
not be officers or employees of the 
Federal Government and will serve 
without pay. The Administrator may 
allow a member, when attending 
meetings of the Committee or a 
subcommittee, reimbursement of 
expenses authorized under Section 5703 
of Title 5, United States Code and the 
Federal Travel Regulation, 41 CFR Part 
301, relating to per diem, travel and 
transportation. FMCSA anticipates 
calling Committee meetings at least four 
times each year. Meetings will be open 
to the general public, except as provided 
under the Federal Advisory Committee 
Act (5 U.S.C. App. 2). Notice of each 
meeting will be published in the 
Federal Register at least 15 calendar 
days prior to the date of the meeting. 

On March 5, 2007, the Administrator 
appointed motor carrier sector 
representatives John M. Bauer (Kohl’s 
Corporation), Clyde J. Hart (American 
Bus Association), David J. Osiecki 
(American Trucking Associations), 
Robert G. Petrancosta (Conway Freight), 
J. Todd Spencer (Owner Operators 
Independent Drivers Association); safety 
advocacy representatives Michael T. 
Irwin (Michigan Center for Truck 
Safety), Stephen C. Owings (Road Safe 
America), David R. Parker (Great West 
Casualty Company), Lester B. 
Sokolowski (National Safety Council), 
Judith Lee Stone (Advocates for 
Highway and Auto Safety); and safety 
enforcement representatives Michael 
Greene (Columbia Machine Works, 
Incorporated), Lt. Colonel Terry L. 
Maple (Kansas Highway Patrol), Captain 
Robert R. Powers (Michigan State 
Police), Karen Sain (North Carolina 
Highway Patrol), and Roger Vanderpool 
(Arizona Department of Public Safety) to 
the Committee. Their terms expired on 
September 30, 2008. 

On October 1, 2008, the Administrator 
reappointed motor carrier sector 
representatives John M. Bauer, Clyde J. 
Hart, David J. Osiecki, Robert G. 
Petrancosta, J. Todd Spencer; safety 
advocacy representatives Michael T. 
Irwin, Stephen C. Owings, David R. 
Parker, Lester B. Sokolowski, Judith Lee 
Stone; and, safety enforcement 
representatives Lt. Colonel Terry L. 
Maple, Captain Robert R. Powers, and 
Roger Vanderpool, for two-year terms, 
ending September 30, 2010. 

II. Motor Carrier Safety Advisory 
Committee Charter [This is the Text of 
the Charter That the Department of 
Transportation Filed With the General 
Services Administration on September 
8, 2008.] 

1. Purpose: This charter renews the 
Motor Carrier Safety Advisory 
Committee and provides for its 
operation in accordance with provisions 
of the Federal Advisory Committee Act 
(FACA), as amended (5 U.S.C.); 41 CFR 
Part 102–3; DOT Order 1120.3B; and 
Section 4144 of the Safe, Accountable, 
Flexible, Efficient Transportation Equity 
Act: A Legacy for Users, Pub. L. 109–59. 
The charter also sets forth the principles 
governing the committee’s operation. 

2. Scope and Objectives: The 
committee will provide advice and 
recommendations to the Administrator 
of the Federal Motor Carrier Safety 
Administration (FMCSA) on motor 
carrier safety programs and motor 
carrier safety regulations. 

3. Duties: The members of the 
committee shall: 

a. Attend committee meetings. 
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b. Gather information as necessary to 
discuss issues presented by the 
Designated Federal Official (DFO). 

c. Deliberate. 
d. Provide written consensus advice 

to the Administrator. 
4. Support: The Administrator shall 

provide support staff for the committee. 
On request of the committee, the 
Administrator shall provide 
information, administrative services, 
and supplies that the Administrator 
considers necessary for the committee to 
carry out its duties and powers. The 
FMCSA’s Strategic Planning and 
Program Evaluation Division shall 
furnish support services for the 
operation of the committee. 

5. Designated Federal Officer and 
Sponsor: The DFO for the committee 
and its subcommittees is FMCSA’s 
Associate Administrator for Policy and 
Program Development or his or her 
designee. The DFO shall designate an 
independent facilitator for advisory 
committee meetings. The committee 
sponsor is FMCSA’s Director for the 
Office of Policy Plans and Regulation, or 
his or her designee. 

6. Cost: The annual operating costs 
associated with the committee’s 
functions are estimated to be $150,000 
including all direct and indirect 
expenses. We estimate that .25 part-time 
equivalent positions will be required to 
support the committee. 

7. Membership: The committee shall 
be comprised of up to 20 members 
(special government employees and/or 
representatives) appointed by the 
Administrator for up to two-year terms. 
Members serve at the pleasure of the 
Administrator, subject to their stated 
terms. Members may be reappointed to 
one or more consecutive terms. 
Members will be selected from among 
individuals who are not employees of 
FMCSA and who are specially qualified 
to serve on the committee based on their 
education, training, or experience. The 
members shall include representatives 
of the motor carrier industry, safety 
advocates, and safety enforcement 
officials. Representatives of a single 
enumerated interest group may not 
constitute a majority of the committee. 
Members may continue to serve until 
appointment of their replacements. 

8. Officers: The Administrator shall 
designate a chairman among members of 
the committee. 

9. Organization: The chairman may 
recommend subcommittees subject to 
approval of the Agency. Subcommittees 
will be established for limited purposes 
within the scope and objectives of the 
full committee. The chairman of any 
subcommittee shall be a member of the 
full committee and shall be appointed 

by the full committee chairman with the 
approval of the DFO. Members of a 
subcommittee may be appointed from 
any source by the full committee 
chairman with the approval of the DFO. 
Members of a subcommittee do not 
become members of the full committee 
and are not eligible for expenses under 
item 10 of this charter. Subcommittees 
will submit all recommendations only 
to the full committee. Subcommittees 
may be terminated by the full committee 
chairman, subject to approval by the 
DFO. 

10. Compensation for Members: 
Committee members are not officers or 
employees of the Federal Government 
and shall serve without pay; except that 
the Administrator may allow a member, 
when attending meetings of the 
committee or a subcommittee, 
reimbursement of expenses authorized 
under Section 5703 of Title 5, United 
States Code, and the Federal Travel 
Regulation, 41 CFR Part 301, relating to 
per diem, travel, and transportation. All 
travel by individual members when 
engaged in official committee business 
shall be approved in advance by the 
DFO, and arranged and funded by the 
sponsor. 

11. Meetings: The DFO anticipates 
calling committee meetings at least four 
times each year. The agenda for all 
meetings shall be set by the DFO. 
Meetings shall be open to the general 
public, except as provided under FACA. 
Notice of each meeting shall be 
published in the Federal Register at 
least 15 calendar days prior to the date 
of the meeting. Notice shall include the 
meeting agenda. The DFO or his or her 
designee shall attend and preside at 
each meeting. The DFO or his or her 
designee shall adjourn any meeting 
when determined to be in the public 
interest. Detailed minutes of each 
meeting shall be certified by the DFO or 
his or her designee and maintained by 
the sponsor. The minutes, as certified, 
shall be available for public inspection 
and copying in the office of the sponsor. 

12. Reports: All committee and 
subcommittee reports and 
recommendations shall be submitted by 
the chairman to FMCSA’s Administrator 
through the DFO or his or her designee. 
The DFO or his or her designee shall 
direct the committee to prepare such 
documents and any other reports. 
Within 60 days following the last 
meeting of each fiscal year, the DFO or 
his or her designee shall submit to 
FMCSA’s Administrator an annual 
report describing the committee’s 
membership, activities, and 
accomplishments for the year. 
Committee and subcommittee reports 
and other documents, which are made 

available to or prepared by the 
committee, shall be included in 
FMCSA’s public docket and shall be 
available for public inspection and 
copying in accordance with the 
Freedom of Information Act (5 U.S.C. 
552). 

13. Date of Termination: The 
committee shall terminate on September 
30, 2010. 

14. Charter Filing Date: The filing 
date of this charter is September 8, 
2008, which is also the charter’s 
effective date. The Motor Carrier Safety 
Advisory Committee will terminate two 
years after this date unless prior to that 
time the charter is extended in 
accordance with the FACA and other 
applicable requirements. 

III. Request for Nominations 

FMCSA seeks nominations for 
membership to MCSAC from 
representatives of the safety 
enforcement sector with specialized 
experience, education, or training in 
commercial motor vehicle issues; there 
are two vacancies. The Agency is 
committed to appointing members to 
the Committee with diverse professional 
backgrounds, as well as a broad array of 
gender, ethnicity, demographic, and 
socioeconomic factors. All Committee 
members must be able to attend three to 
four meetings each year in Washington, 
DC, or by teleconference, and spend 
approximately five to six hours each 
month providing additional 
consultation. Interested persons should 
have a commitment to transportation 
safety, knowledge of transportation 
issues, experience on panels that deal 
with transportation safety and a record 
of collaboration and professional 
experience in commercial motor vehicle 
issues. 

For nomination information or a 
nomination application, please contact 
Karen Lynch at 202–366–8997, or by e- 
mail at Karen.Lynch@dot.gov. 
Nominations must be received on or 
before December 4, 2008. 

Issued on: November 7, 2008. 

Rose A. McMurray, 
Chief Safety Officer, Assistant Administrator. 
[FR Doc. E8–27385 Filed 11–18–08; 8:45 am] 

BILLING CODE 4910–EX–P 
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DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0209] 

Proposed Information Collection 
(Application for Work-Study 
Allowance) Activity: Comment Request 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: The Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs (VA), is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act (PRA) of 
1995, Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of a currently approved 
collection, and allow 60 days for public 
comment in response to the notice. This 
notice solicits comments for information 
needed to determine a claimant’s 
eligibility for work-study benefits. 
DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before January 20, 2009. 
ADDRESSES: Submit written comments 
on the collection of information through 
Federal Docket Management System 
(FDMS) at www.Regulations.gov or to 
Nancy J. Kessinger, Veterans Benefits 
Administration (20M35), Department of 
Veterans Affairs, 810 Vermont Avenue, 
NW., Washington, DC 20420 or e-mail to 
nancy.kessinger@va.gov. Please refer to 
‘‘OMB Control No. 2900–0209’’ in any 
correspondence. During the comment 
period, comments may be viewed online 
through FDMS. 
FOR FURTHER INFORMATION CONTACT: 
Nancy J. Kessinger at (202) 461–9769 or 
FAX (202) 275–5947. 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Pub. L. 104–13; 44 U.S.C. 
3501–3521), Federal agencies must 
obtain approval from the Office of 
Management and Budget (OMB) for each 
collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, VBA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of VBA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of VBA’s estimate of the 
burden of the proposed collection of 

information; (3) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Titles: 
a. Application for Work-Study 

Allowance, VA Form 22–8691. 
b. Student Work-Study Agreement 

(Advance Payment), VA Form 22–8692. 
c. Extended Student Work-Study 

Agreement, VA Form 22–8692a. 
d. Work-Study Agreement, VA Form 

22–8692b. 
OMB Control Number: 2900–0209. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: 
a. VA Form 22–8691 is used by 

claimants to apply for work-study 
benefits. 

b. VA Form 22–8692 is used by 
claimants to request an advance 
payment of work-study allowance. 

c. VA Form 22–8692a is used by the 
claimant to extend his or her work- 
study contract. 

d. VA Form 22–8692b is used by 
claimants who do not want a work- 
study advanced allowance payment. 

The data collected is used to 
determine the applicant’s eligibility for 
work-study allowance and the amount 
payable. 

Affected Public: Individuals or 
households. 

Estimated Annual Burden: 
a. VA Form 22–8691—4,350 hours. 
b. VA Form 22–8692—608 hours. 
c. VA Form 22–8692a—25 hours. 
d. VA Form 22–8692b—608 hours. 
Estimated Average Burden per 

Respondent: 
a. VA Form 22–8691—15 minutes. 
b. VA Form 22–8692—5 minutes. 
c. VA Form 22–8692a—3 minutes. 
d. VA Form 22–8692b—5 minutes. 
Frequency of Response: Annually. 
Estimated Number of Respondents: 
a. VA Form 22–8691—17,400. 
b. VA Form 22–8692—7,300. 
c. VA Form 22–8692a—500. 
d. VA Form 22–8692b—7,300. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27506 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0676] 

Proposed Information Collection 
(National Acquisition Center Customer 
Response Survey) Activity; Comment 
Request 

AGENCY: Office of Management, 
Department of Veterans Affairs. 
ACTION: Notice. 

SUMMARY: The Office of Management 
(OM), Department of Veterans Affairs 
(VA), is announcing an opportunity for 
public comment on the proposed 
collection of certain information by the 
agency. Under the Paperwork Reduction 
Act (PRA) of 1995, Federal agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information, 
including each extension of a currently 
approved collection, and allow 60 days 
for public comment in response to the 
notice. This notice solicits comments on 
the information needed to measure 
customer satisfaction with delivered 
products and services. 
DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before January 20, 2009. 
ADDRESSES: Submit written comments 
on the collection of information through 
the Federal Docket Management System 
(FDMS) http://www.Regulations.gov; or 
to Arita Tillman, Acquisition Policy 
Division (049P1), Department of 
Veterans Affairs, 810 Vermont Avenue, 
NW., Washington, DC 20420; or e-mail: 
arita.tillman@va.gov. Please refer to 
‘‘OMB Control No. 2900–0676’’ in any 
correspondence. During the comment 
period, comments may be viewed online 
through FDMS. 
FOR FURTHER INFORMATION CONTACT: 
Arita Tillman at (202) 461–6859, FAX 
202–273–6229 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Pub. L. 104–13; 44 U.S.C. 
3501–21), Federal agencies must obtain 
approval from the Office of Management 
and Budget (OMB) for each collection of 
information they conduct or sponsor. 
This request for comment is being made 
pursuant to Section 3506(c)(2)(A) of the 
PRA. 

With respect to the following 
collection of information, (OM) invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of (OM)’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of (OM)’s estimate of 
the burden of the proposed collection of 
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information; (3) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Title: Department of Veterans Affairs 
(VA) National Acquisition Center 
Customer Response Survey, VA Form 
0863 and NAC Conference Registration 
Form. 

OMB Control Number: 2900–0676. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: VA Form 0863 will be used 

to collect customer’s feedback and 
suggestions on delivered products and 
services administered by the National 
Acquisition Center (NAC). NAC will use 
the data to improve and/or enhance its 
program operations for both internal 
and external customers. The data 
collected on NAC registration form will 
be used to ensure conference material is 
available for all attendees. 

Affected Public: Federal Government. 
Estimated Annual Burden: 83 hours. 
Estimated Average Burden per 

Respondent: 5 minutes. 
Frequency of Response: On occasion. 
Estimated Number of Respondents: 

1,000. 
Dated: November 10, 2008. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27509 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–New (10–21091)] 

Agency Information Collection 
(Operation Enduring Freedom/ 
Operation Iraqi Freedom Veterans 
Health Needs Assessment) Under OMB 
Review 

AGENCY: Veterans Health 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (PRA) of 1995 
(44 U.S.C. 3501–21), this notice 
announces that the Veterans Health 
Administration (VHA), Department of 
Veterans Affairs, will submit the 
collection of information abstracted 
below to the Office of Management and 
Budget (OMB) for review and comment. 

The PRA submission describes the 
nature of the information collection and 
its expected cost and burden and 
includes the actual data collection 
instrument. 

DATES: Comments must be submitted on 
or before December 19, 2008. 

ADDRESSES: Submit written comments 
on the collection of information through 
www.Regulations.gov; or to VA’s OMB 
Desk Officer, OMB Human Resources 
and Housing Branch, New Executive 
Office Building, Room 10235, 
Washington, DC 20503, (202) 395–7316. 
Please refer to ‘‘OMB Control No. 2900– 
New (10–21091)’’ in any 
correspondence. 

FOR FURTHER INFORMATION OR A COPY OF 
THE SUBMISSION CONTACT: Denise 
McLamb, Records Management Service 
(005R1B), Department of Veterans 
Affairs, 810 Vermont Avenue, NW., 
Washington, DC 20420, (202) 461–7485, 
FAX (202) 273–0443 or e-mail: 
denise.mclamb@mail.va.gov. Please 
refer to ‘‘OMB Control No. 2900–New 
(10–21091).’’ 

SUPPLEMENTARY INFORMATION: 
Title: Operation Enduring Freedom/ 

Operation Iraqi Freedom Veterans 
Health Needs Assessment, VA Form 10– 
21091. 

OMB Control Number: 2900–New 
(10–21091). 

Type of Review: New collection. 
Abstract: VA Form 10–21091 will be 

used to gather input from returning war 
zone veterans to identify their needs, 
concerns and health care preferences. 
VA will use the data collected to 
improve the quality and relevance of 
care offered as well as access to care 
through the removal of identified 
barriers to care and to develop care 
pathways as indicated by veterans’ 
responses to the survey. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information 
unless it displays a currently valid OMB 
control number. The Federal Register 
Notice with a 60-day comment period 
soliciting comments on this collection 
of information was published on 
September 11, 2008 at pages 52901– 
52902. 

Affected Public: Individuals and 
Households. 

Estimated Annual Burden: 1,000 
hours. 

Estimated Average Burden Per 
Respondent: 20 minutes. 

Frequency of Response: On occasion. 
Estimated Number of Respondents: 

3,000. 

By direction of the Secretary. 
Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27503 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0074] 

Proposed Information Collection 
(Request for Change of Program or 
Place of Training) Activity: Comment 
Request 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: The Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs (VA), is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act (PRA) of 
1995, Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of currently approved 
collection, and allow 60 days for public 
comment in response to the notice. This 
notice solicits comments on the 
information needed to determine a 
claimant’s eligibility for continued 
educational assistance when he or she 
requests a program change or place of 
training. 
DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before January 20, 2009. 
ADDRESSES: Submit written comments 
on the collection of information through 
Federal Docket Management System 
(FDMS) at http://www.Regulations.gov 
or to Nancy J. Kessinger, Veterans 
Benefits Administration (20M35), 
Department of Veterans Affairs, 810 
Vermont Avenue, NW., Washington, DC 
20420 or e-mail to 
nancy.kessinger@va.gov. Please refer to 
‘‘OMB Control No. 2900–0074’’ in any 
correspondence. During the comment 
period, comments may be viewed online 
through FDMS. 
FOR FURTHER INFORMATION CONTACT: 
Nancy J. Kessinger at (202) 461–9769 or 
FAX (202) 275–5947. 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Pub. L. 104–13; 44 U.S.C. 
3501—3521), Federal agencies must 
obtain approval from the Office of 
Management and Budget (OMB) for each 
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collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, VBA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of VBA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of VBA’s estimate of the 
burden of the proposed collection of 
information; (3) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Title: Request for Change of Program 
or Place of Training, (Under Chapters 30 
and 32, Title 10, U.S.C.; Chapters 1606 
and 1607, Title 10, U.S.C. and Section 
903 of Public Law 96–342), VA Form 
22–1995. 

OMB Control Number: 2900–0074. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: Claimants receiving 

educational benefits complete VA Form 
22–1995 to request a change in program 
or training establishment. VA uses the 
data collected to determine the 
claimant’s eligibility for continued 
educational benefits. 

Affected Public: Individuals or 
households. 

Estimated Annual Burden: 
a. Electronically—8,709 hours. 
b. Paper Copy—27,095 hours. 
Estimated Average Burden Per 

Respondent: 
a. Electronically—15 minutes. 
b. Paper Copy—20 minutes. 
Frequency of Response: On occasion. 
Estimated Number of Respondents: 
a. Electronically—34,836. 
b. Paper Copy—81,284. 

Dated: November 10, 2008. 

By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27507 Filed 11–18–08; 8:45 am] 

BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0565] 

Proposed Information Collection (State 
Application for Interment Allowance) 
Activity: Comment Request 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: The Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs (VA), is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act (PRA) of 
1995, Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of currently approved 
collection, and allow 60 days for public 
comment in response to the notice. This 
notice solicits comments on the 
information needed to determine a 
State’s eligibility for plot or interment 
allowances. 
DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before January 20, 2009. 
ADDRESSES: Submit written comments 
on the collection of information through 
Federal Docket Management System 
(FDMS) at www.Regulations.gov or to 
Nancy J. Kessinger, Veterans Benefits 
Administration (20M35), Department of 
Veterans Affairs, 810 Vermont Avenue, 
NW., Washington, DC 20420 or e-mail to 
nancy.kessinger@va.gov. Please refer to 
‘‘OMB Control No. 2900–0565’’ in any 
correspondence. During the comment 
period, comments may be viewed online 
through FDMS. 
FOR FURTHER INFORMATION CONTACT: 
Nancy J. Kessinger at (202) 461–9769 or 
FAX (202) 275–5947. 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Public Law 104–13; 44 
U.S.C. 3501–3521), Federal agencies 
must obtain approval from the Office of 
Management and Budget (OMB) for each 
collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, VBA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of VBA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of VBA’s estimate of the 

burden of the proposed collection of 
information; (3) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Title: State Application for Interment 
Allowance Under 38 U.S.C., Chapter 23, 
VA Form 21–530a. 

OMB Control Number: 2900–0565. 
Type of Review: Extension of a 

previously approved collection. 
Abstract: Cemetery state officials’ 

complete VA Form 21–530a to request 
allowances for plot or interment for 
veterans interred at a State-owned 
Veteran’s cemetery. VA uses the data 
collected to determine the veteran’s 
eligibility for burial benefits. 

Affected Public: State, Local or Tribal 
Government. 

Estimated Annual Burden: 1,500 
hours. 

Estimated Average Burden Per 
Respondent: 30 minutes. 

Frequency of Response: On occasion. 
Estimated Number of Respondents: 

3,100. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27505 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–New (10–21089)] 

Agency Information Collection 
Activities (Survey of Post-Deployment 
Adjustment Among OEF and OIF 
Veterans) Under OMB Review 

AGENCY: Veterans Health 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (PRA) of 1995 
(44 U.S.C. 3501–3521), this notice 
announces that the Veterans Health 
Administration (VHA), Department of 
Veterans Affairs, has submitted the 
collection of information abstracted 
below to the Office of Management and 
Budget (OMB) for review and comment. 
The PRA submission describes the 
nature of the information collection and 
its expected cost and burden and 
includes the actual data collection 
instrument. 
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DATES: Comments must be submitted on 
or before December 19, 2008. 

ADDRESSES: Submit written comments 
on the collection of information through 
www.Regulations.gov; or to VA’s OMB 
Desk Officer, OMB Human Resources 
and Housing Branch, New Executive 
Office Building, Room 10235, 
Washington, DC 20503, (202) 395–7316. 
Please refer to ‘‘OMB Control No. 2900– 
New (10–21089)’’ in any 
correspondence. 

FOR FURTHER INFORMATION CONTACT: 
Denise McLamb, Records Management 
Service (005R1B), Department of 
Veterans Affairs, 810 Vermont Avenue, 
NW., Washington, DC 20420, (202) 461– 
7485, fax (202) 273–0443 or e-mail 
denise.mclamb@mail.va.gov. Please 
refer to ‘‘OMB Control No. 2900–New 
(10–21089).’’ 

SUPPLEMENTARY INFORMATION: 

Title: Survey of Post-Deployment 
Adjustment Among OEF and OIF 
Veterans, VA Form 10–21089. 

OMB Control Number: 2900–New 
(10–21089). 

Type of Review: New collection. 
Abstract: The data collected on VA 

Form 10–21089 will be used to access 
health conditions, occupational, family 
and social adjustment and functioning 
of veterans who were deployed to 
Afghanistan and/or Iraq. The goal is to 
identify the gender-specific treatment 
needs of OEF and OIF veterans with an 
emphasis on the needs of female 
veterans who experienced war zone 
stressor beyond traditional combat and 
sexual trauma during deployment. VA 
will use the data to identify how 
homecoming experiences (healthcare, 
relationship and parenting 
readjustment) differently affect male 
and female veterans. 

An agency may not conduct or 
sponsor, and a person is not required to 

respond to a collection of information 
unless it displays a currently valid OMB 
control number. The Federal Register 
Notice with a 60-day comment period 
soliciting comments on this collection 
of information was published on 
September 11, 2008 at pages 52900– 
52901. 

Affected Public: Individuals or 
households. 

Estimated Annual Burden: 1,333 
hours. 

Estimated Average Burden per 
Respondent: 20 minutes. 

Frequency of Response: On occasion. 
Estimated Number of Respondents: 

4,000. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. E8–27504 Filed 11–18–08; 8:45 am] 
BILLING CODE 8320–01–P 
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Wednesday, 

November 19, 2008 

Book 2 of 2 Books 

Pages 69725–70238 

Part II 

Department of 
Health and Human 
Services 
Centers for Medicare & Medicaid Services 

42 CFR Parts 405, 409, et al. 
Medicare Program; Payment Policies 
Under the Physician Fee Schedule and 
Other Revisions to Part B for CY 2009; 
E-Prescribing Exemption for Computer- 
Generated Facsimile Transmissions; and 
Payment for Certain Durable Medical 
Equipment, Prosthetics, Orthotics, and 
Supplies (DMEPOS); Final Rule 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Parts 405, 409, 410, 411, 413, 
414, 415, 423, 424, 485, 486, and 489 

[CMS–1403–FC] [CMS–1270–F2] 

RINs 0938–AP18, 0938–AN14 

Medicare Program; Payment Policies 
Under the Physician Fee Schedule and 
Other Revisions to Part B for CY 2009; 
E-Prescribing Exemption for 
Computer-Generated Facsimile 
Transmissions; and Payment for 
Certain Durable Medical Equipment, 
Prosthetics, Orthotics, and Supplies 
(DMEPOS) 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Final rule with comment period. 

SUMMARY: This final rule with comment 
period implements changes to the 
physician fee schedule and other 
Medicare Part B payment policies to 
ensure that our payment systems are 
updated to reflect changes in medical 
practice and the relative value of 
services. It also finalizes the calendar 
year (CY) 2008 interim relative value 
units (RVUs) and issues interim RVUs 
for new and revised codes for CY 2009. 
In addition, as required by the statute, 
it announces that the physician fee 
schedule update is 1.1 percent for CY 
2009, the preliminary estimate for the 
sustainable growth rate for CY 2009 is 
7.4 percent, and the conversion factor 
(CF) for CY 2009 is $36.0666. This final 
rule with comment period also 
implements or discusses certain 
provisions of the Medicare 
Improvements for Patients and 
Providers Act of 2008 (MIPPA). (See the 
Table of Contents for a listing of the 
specific issues addressed in this rule.) 
DATES: Effective Date: This final rule 
with comment period is effective on 
January 1, 2009 except for amendments 
to § 410.62 and § 411.351 which are 
effective July 1, 2009. 

Comment Date: Comments will be 
considered if we receive them at one of 
the addresses provided below, no later 
than 5 p.m. e.s.t. on December 29, 2008. 
ADDRESSES: In commenting, please refer 
to file code CMS–1403–FC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (no duplicates, please): 

1. Electronically. You may submit 
electronic comments on this regulation 

to http://www.regulations.gov. Follow 
the instructions for ‘‘Comment or 
Submission’’ and enter the filecode to 
find the document accepting comments. 

2. By regular mail. You may mail 
written comments to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS–1403–FC, P.O. Box 8013, 
Baltimore, MD 21244–8013. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments to the 
following address ONLY: Centers for 
Medicare & Medicaid Services, 
Department of Health and Human 
Services, Attention: CMS–1403–FC, 
Mail Stop C4–26–05, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments (one original 
and two copies) before the close of the 
comment period to either of the 
following addresses: 
7500 Security Boulevard, Baltimore, MD 

21244–1850; or 
Room 445–G, Hubert H. Humphrey 

Building, 200 Independence Avenue, 
SW., Washington, DC 20201. 
(Because access to the interior of the 

HHH Building is not readily available to 
persons without Federal Government 
identification, commenters are 
encouraged to leave their comments in 
the CMS drop slots located in the main 
lobby of the building. A stamp-in clock 
is available for persons wishing to retain 
a proof of filing by stamping in and 
retaining an extra copy of the comments 
being filed.) 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Submission of comments on 
paperwork requirements. You may 
submit comments on this document’s 
paperwork requirements by mailing 
your comments to the addresses 
provided at the end of the ‘‘Collection 
of Information Requirements’’ section in 
this document. 

For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT:

Pam West, (410) 786–2302, for issues 
related to practice expense. 

Rick Ensor, (410) 786–5617, for issues 
related to practice expense 
methodology. 

Stephanie Monroe, (410) 786–6864, 
for issues related to malpractice RVUs. 

Esther Markowitz, (410) 786–4595, for 
issues related to telehealth services. 

Craig Dobyski, (410) 786–4584, for 
issues related to geographic practice 
cost indices. 

Ken Marsalek, (410) 786–4502, for 
issues related to the multiple procedure 
payment reduction for diagnostic 
imaging. 

Catherine Jansto, (410) 786–7762, or 
Cheryl Gilbreath, (410) 786–5919, for 
issues related to payment for covered 
outpatient drugs and biologicals. 

Edmund Kasaitis, (410) 786–0477, or 
Bonny Dahm, (410) 786–4006, for issues 
related to the Competitive Acquisition 
Program (CAP) for Part B drugs. 

Corinne Axelrod, (410) 786–5620, for 
issues related to Health Professional 
Shortage Area Bonus Payments. 

Henry Richter, (410) 786–4562, for 
issues related to payments for end-stage 
renal disease facilities. 

Lisa Grabert, (410) 786–6827, for 
issues related to hospital-acquired 
conditions and the Physician Resource 
Use Feedback Program. 

August Nemec, (410) 786–0612, for 
issues related to independent diagnostic 
testing facilities; enrollment issues; and 
the revision to the ‘‘Appeals of CMS or 
CMS contractor Determinations When a 
Provider or Supplier Fails To Meet the 
Requirements for Medicare Billing 
Privileges’’ final rule. 

Lisa Ohrin, (410) 786–4565, Kristin 
Bohl, (410) 786–8680, or Don Romano, 
(410) 786–1401, for issues related to 
anti-markup provisions and physician 
self-referral (incentive payment and 
shared savings programs). 

Diane Stern, (410) 786–1133, for 
issues related to the quality reporting 
system for physician payment for CY 
2009. 

Andrew Morgan, (410) 786–2543, for 
issues related to the e-prescribing 
exemption for computer-generated fax 
transmissions. 

Terri Harris, (410) 786–6830, for 
issues related to payment for 
comprehensive outpatient rehabilitation 
facilities (CORFs). 

Lauren Oviatt, (410) 786–4683, for 
issues related to CORF conditions of 
coverage. 

Trisha Brooks, (410) 786–4561, for 
issues related to personnel standards for 
portable x-ray suppliers. 

David Walczak, (410) 786–4475, for 
issues related to beneficiary signature 
for nonemergency ambulance transport 
services. 

Jean Stiller, (410) 786–0708, for issues 
related to the prohibition concerning 
providers of sleep tests 

Mark Horney, (410) 786–4554, for 
issues related to the solicitation for 
comments and data pertaining to 
physician organ retrieval services. 

Regina Walker-Wren, (410) 786–9160, 
for information concerning educational 
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requirements for nurse practitioners and 
clinical nurse specialists. 

Randy Throndset, (410) 786–0131, for 
information concerning physician 
certification and recertification for 
Medicare home health services. 

William Larson, (410) 786–4639, for 
coverage issues related to the initial 
preventive physical examination. 

Cathleen Scally, (410) 786–5714, for 
payment issues related to the initial 
preventive physical examination. 

Dorothy Shannon, (410) 786–3396, for 
issues related to speech language 
pathology. 

Kendra Hedgebeth, (410) 786–4644, or 
Gina Longus, (410) 786–1287, for issues 
related to low vision aids. 

Christopher Molling, (410) 786–6399, 
or Anita Greenberg, (410) 786–4601, for 
issues related to the repeal to transfer of 
title for oxygen equipment. 

Karen Jacobs, (410) 786–2173, or 
Hafsa Bora, (410) 786–7899, for issues 
related to the therapeutic shoes fee 
schedule. 

Diane Milstead, (410) 786–3355, or 
Gaysha Brooks, (410) 786–9649, for all 
other issues. 
SUPPLEMENTARY INFORMATION: 

Submitting Comments: We welcome 
comments from the public on the 
following issues: 

• The Exception for Incentive 
Payment and Shared Savings Programs 
(§ 411.357(x)) in section II.N.1. of this 
final rule with comment period; 

• Sections 131(c), 144(b), and 149 of 
the MIPPA as described in sections 
III.C., III.J., and III.M. of this final rule 
with comment period. 

• Interim Relative Value Units (RVUs) 
for selected codes identified in 
Addendum C; 

• Information on pricing for items in 
Tables 2 through 5; 

• Issues related to the Physician 
Resource Use Feedback Program 
described in section II.S.6. of this final 
rule with comment period; and 

• The physician self-referral 
designated health services (DHS) codes 
listed in Tables 29, 30, and 31. You can 
assist us by referencing the file code 
[CMS–1403–FC] and the section 
heading on which you choose to 
comment. 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http:// 

www.regulations.gov. Follow the search 
instructions on that Web site to view 
public comments. 

Comments received timely will also 
be available for public inspection as 
they are received, generally beginning 
approximately 3 weeks after publication 
of a document, at the headquarters of 
the Centers for Medicare & Medicaid 
Services, 7500 Security Boulevard, 
Baltimore, Maryland 21244, Monday 
through Friday of each week from 8:30 
a.m. to 4 p.m. To schedule an 
appointment to view public comments, 
phone 1–800–743–3951. 

Table of Contents 

To assist readers in referencing 
sections contained in this preamble, we 
are providing a table of contents. Some 
of the issues discussed in this preamble 
affect the payment policies, but do not 
require changes to the regulations in the 
Code of Federal Regulations (CFR). 
Information on the regulation’s impact 
appears throughout the preamble, and 
therefore, is not exclusively in section 
XVI. of this final rule with comment 
period. 
I. Background 

A. Development of the Relative Value 
System 

1. Work RVUs 
2. Practice Expense Relative Value Units 

(PE RVUs) 
3. Resource-Based Malpractice RVUs 
4. Refinements to the RVUs 
5. Adjustments to RVUs are Budget Neutral 
B. Components of the Fee Schedule 

Payment Amounts 
C. Most Recent Changes to Fee Schedule 

II. Provisions of the Proposed Regulation 
A. Resource-Based Practice Expense (PE) 

Relative Value Units (RVUs) 
1. Current Methodology 
2. PE Proposals for CY 2009 
B. Geographic Practice Cost Indices 

(GPCIs): Locality Discussion 
C. Malpractice RVUs (TC/PC issue) 
D. Medicare Telehealth Services 
E. Specific Coding Issues Related to 

Physician Fee Schedule 
1. Payment for Preadministration-Related 

Services for Intravenous Infusion of 
Immune Globulin 

2. Multiple Procedure Payment Reduction 
for Diagnostic Imaging 

3. HCPCS Code for Prostate Saturation 
Biopsies 

F. Part B Drug Payment 
1. Average Sales Price (ASP) Issues 
2. Competitive Acquisition Program (CAP) 

Issues 
G. Application of the HPSA Bonus 

Payment 
H. Provisions Related to Payment for Renal 

Dialysis Services Furnished by End- 
Stage Renal Disease (ESRD) Facilities 

I. Independent Diagnostic Testing Facility 
(IDTF) Issues 

J. Physician and Nonphysician Practitioner 
(NPP) Enrollment Issues 

K. Amendment to the Exemption for 
Computer-Generated Facsimile (FAX) 
Transmissions From the National 
Council for Prescription Drug Programs 
(NCPDP) SCRIPT Standard for 
Transmitting Prescription and Certain 
Prescription-Related Information for Part 
D Covered Drugs Prescribed for Part D 
Eligible Individuals 

L. Comprehensive Outpatient 
Rehabilitation Facilities (CORF) and 
Rehabilitation Agency Issues 

M. Technical Corrections for Therapy- 
Related Issues 

N. Physician Self-Referral and Anti- 
Markup Issues 

1. Exception for Incentive Payment and 
Shared Savings Programs (§ 411.357(x)) 

2. Changes to Reassignment Rules Related 
to Diagnostic Tests (Anti-Markup 
Provisions) 

O1. Physician Quality Reporting Initiative 
O2. Electronic Prescribing (E-Prescribing) 

Incentive Program 
P. Discussion of Chiropractic Services 

Demonstration 
Q. Educational Requirements for Nurse 

Practitioners and Clinical Nurse 
Specialists 

R. Portable X-Ray Issue 
S. Other Issues 
1. Physician Certification (G0180) and 

Recertification (G0179) for Medicare- 
Covered Home Health Services Under a 
Home Health Plan of Care (POC) in the 
Home Health Prospective Payment 
System (HH PPS) 

2. Prohibition Concerning Payment of 
Continuous Positive Airway Pressure 
(CPAP) Devices 

3. Beneficiary Signature for Nonemergency 
Ambulance Transport Services 

4. Solicitation of Comments and Data 
Pertaining to Physician Organ Retrieval 
Services 

5. Revision to the ‘‘Appeals of CMS or CMS 
contractor Determinations When a 
Provider or Supplier Fails To Meet the 
Requirements for Medicare Billing 
Privileges’’ Final Rule 

6. Physician Resource Use Feedback 
Program 

T. Electronic Prescribing (E-Prescribing) 
Incentive Program 

III. Medicare Improvements for Patients and 
Providers Act of 2008 (MIPPA) 
Provisions 

A. Section 101: Improvements to Coverage 
of Preventive Services 

B. Section 131: Physician Payment, 
Efficiency, and Quality Improvements 

C. Section 131(c): Physician Resource Use 
Feedback Program 

D. Section 132: Incentives for Electronic 
Prescribing 

E. Section 133(b): Expanding Access to 
Primary Care Services 

F. Section 134: Extension of Floor on 
Medicare Work Geographic Adjustment 
Under the Medicare Physician Fee 
Schedule 

G. Section 136: Extension of Treatment of 
Certain Physician Pathology Services 
Under Medicare 

H. Section 141: Extension of Exceptions 
Process for Medicare Therapy Caps 
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I. Section 143: Speech-Language Pathology 
Services 

J. Section 144(b): Repeal of Transfer of 
Title for Oxygen Equipment 

K. Section 145: Clinical Laboratory Tests 
L. Section 146: Improved Access to 

Ambulance Services 
M. Section 149: Adding Certain Entities as 

Originating Sites for Payment of 
Telehealth Services 

N. Section 153: Renal Dialysis Provisions 
IV. Potentially Misvalued Codes Under PFS 

A. Valuing Services Under the Physician 
Fee Schedule 

B. Requested Approaches for the AMA 
RUC To Utilize 

C. AMA RUC Review of Potentially 
Misvalued Codes 

V. Refinement of Relative Value Units for 
Calendar Year 2009 and Response to 
Public Comments on Interim Relative 
Value Units for 2008 

A. Summary of Issues Discussed Related to 
the Adjustment of Relative Value Units 

B. Process for Establishing Work Relative 
Value Units for the Physician Fee 
Schedule 

C. Interim 2008 Codes 
D. Establishment of Interim Work Relative 

Value Units for New and Revised 
Physician’s Current Procedural 
Terminology (CPT) Codes and New 
Healthcare Common Procedure Coding 
System Codes (HCPCS) for 2009 
(Includes Table Titled ‘‘AMA RUC 
Recommendations and CMS’ Decisions 
for New and Revised 2009 CPT Codes’’) 

E. Discussion of Codes and AMA RUC 
Recommendations 

F. Additional Coding Issues 
G. Establishment of Interim PE RVUs for 

New and Revised Physician’s Current 
Procedural Terminology (CPT) Codes 
and New Healthcare Common Procedure 
Coding System (HCPCS) Codes for 2009 

VI. Physician Self-Referral Prohibition: 
Annual Update to the List of CPT/ 
HCPCS Codes 

A. General 
B. Speech-Language Pathology Services 
C. Annual Update to the Code List 

VII. Physician Fee Schedule Update for CY 
2009 

A. Physician Fee Schedule Update 
B. The Percentage Change in the Medicare 

Economic Index (MEI) 
C. The Update Adjustment Factor (UAF) 

VIII. Allowed Expenditures for Physicians’ 
Services and the Sustainable Growth 
Rate (SGR) 

A. Medicare Sustainable Growth Rate 
B. Physicians’ Services 
C. Preliminary Estimate of the SGR for 

2009 
D. Revised Sustainable Growth Rate for 

2008 
E. Calculation of 2009, 2008, and 2007 

Sustainable Growth Rates 
IX. Anesthesia and Physician Fee Schedule 

Conversion Factors for CY 2009 
A. Physician Fee Schedule Conversion 

Factor 
B. Anesthesia Conversion Factor 

X. Telehealth Originating Site Facility Fee 
Payment Amount Update 

XI. Payment for Certain Durable Medical 
Equipment, Prosthetics, Orthotics, and 

Supplies (DMEPOS)—Services Excluded 
From Coverage 

A. Low Vision Aid Exclusion 
B. Replacement of Reasonable Charge 

Methodology by Fee Schedules for 
Therapeutic Shoes 

XII. Provisions of the Final Rule 
XIII. Waiver of Proposed Rulemaking and 

Delay in Effective Date 
XIV. Collection of Information Requirements 
XV. Response to Comments 
XVI. Regulatory Impact Analysis 
Regulation Text 
Addendum A—Explanation and Use of 

Addendum B 
Addendum B—Relative Value Units and 

Related Information Used in Determining 
Medicare Payments for CY 2009 

Addendum C—Codes With Interim RVUs 
Addendum D—2009 Geographic Adjustment 

Factors (GAFs) 
Addendum E—2009 Geographic Practice 

Cost Indices (GPCIs) by State and 
Medicare Locality 

Addendum F—Multiple Procedure Payment 
Reduction Code List 

Addendum G—CY 2009 ESRD Wage Index 
for Urban Areas Based on CBSA Labor 
Market Areas 

Addendum H—CY 2009 ESRD Wage Index 
Based on CBSA Labor Market Areas for 
Rural Areas 

Addendum I—CPT/HCPCS Imaging Codes 
Defined by Section 5102(b) of the DRA 

Addendum J—List of CPT/HCPCS Codes 
Used To Define Certain Designated 
Health Services Under Section 1877 of 
the Social Security Act 

Acronyms 
In addition, because of the many 

organizations and terms to which we 
refer by acronym in this final rule with 
comment period, we are listing these 
acronyms and their corresponding terms 
in alphabetical order below: 
ACC American College of Cardiology 
ACR American College of Radiology 
AFROC Association of Freestanding 

Radiation Oncology Centers 
AHA American Heart Association 
AHRQ [HHS] Agency for Healthcare 

Research and Quality 
AIDS Acquired immune deficiency 

syndrome 
AMA American Medical Association 
AMP Average manufacturer price 
AOA American Osteopathic Association 
ASC Ambulatory surgical center 
ASP Average sales price 
ASRT American Society of Radiologic 

Technologists 
ASTRO American Society for Therapeutic 

Radiology and Oncology 
ATA American Telemedicine Association 
AWP Average wholesale price 
BBA Balanced Budget Act of 1997 (Pub. L. 

105–33) 
BBRA [Medicare, Medicaid and State Child 

Health Insurance Program] Balanced 
Budget Refinement Act of 1999 (Pub. L. 
106–113) 

BIPA Medicare, Medicaid, and SCHIP 
Benefits Improvement Protection Act of 
2000 (Pub. L. 106–554) 

BLS Bureau of Labor Statistics 
BN Budget neutrality 
CABG Coronary artery bypass graft 
CAD Coronary artery disease 
CAH Critical access hospital 
CAHEA Committee on Allied Health 

Education and Accreditation 
CAP Competitive acquisition program 
CBSA Core-Based Statistical Area 
CCHIT Certification Commission for 

Healthcare Information Technology 
CEAMA Council on Education of the 

American Medical Association 
CF Conversion factor 
CfC Conditions for Coverage 
CFR Code of Federal Regulations 
CKD Chronic kidney disease 
CLFS Clinical laboratory fee schedule 
CMA California Medical Association 
CMHC Community mental health center 
CMP Civil money penalty 
CMS Centers for Medicare & Medicaid 

Services 
CNS Clinical nurse specialist 
CoP Condition of participation 
CORF Comprehensive Outpatient 

Rehabilitation Facility 
CPAP Continuous positive air pressure 
CPEP Clinical Practice Expert Panel 
CPI Consumer Price Index 
CPI–U Consumer price index for urban 

customers 
CPT [Physicians’] Current Procedural 

Terminology (4th Edition, 2002, 
copyrighted by the American Medical 
Association) 

CRT Certified respiratory therapist 
CSW Clinical social worker 
CY Calendar year 
DHS Designated health services 
DME Durable medical equipment 
DMEPOS Durable medical equipment, 

prosthetics, orthotics, and supplies 
DNP Doctor of Nursing Practice 
DRA Deficit Reduction Act of 2005 (Pub. L. 

109–171) 
DSMT Diabetes self-management training 
E/M Evaluation and management 
EDI Electronic data interchange 
EEG Electroencephalogram 
EHR Electronic health record 
EKG Electrocardiogram 
EMG Electromyogram 
EMTALA Emergency Medical Treatment 

and Active Labor Act 
EOG Electro-oculogram 
EPO Erythopoeitin 
ESRD End-stage renal disease 
FAX Facsimile 
FDA Food and Drug Administration (HHS) 
FFS Fee-for-service 
FMS [Department of the Treasury’s] 

Financial Management Service 
FPLP Federal Payment Levy Program 
FR Federal Register 
GAF Geographic adjustment factor 
GAO General Accounting Office 
GPO Group purchasing organization 
GPCI Geographic practice cost index 
HAC Hospital-acquired conditions 
HCPAC Health Care Professional Advisory 

Committee 
HCPCS Healthcare Common Procedure 

Coding System 
HCRIS Healthcare Cost Report Information 

System 
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HH PPS Home Health Prospective Payment 
System 

HHA Home health agency 
HHRG Home health resource group 
HHS [Department of] Health and Human 

Services 
HIPAA Health Insurance Portability and 

Accountability Act of 1996 (Pub. L. 104– 
191) 

HIT Health information technology 
HITSP Healthcare Information Technology 

Standards Panel 
HIV Human immunodeficiency virus 
HOPD Hospital outpatient department 
HPSA Health Professional Shortage Area 
HRSA Health Resources Services 

Administration (HHS) 
ICF Intermediate care facilities 
ICR Information collection requirement 
IDTF Independent diagnostic testing facility 
IFC Interim final rule with comment period 
IPPS Inpatient prospective payment system 
IRS Internal Revenue Service 
IVIG Intravenous immune globulin 
IWPUT Intra-service work per unit of time 
JRCERT Joint Review Committee on 

Education in Radiologic Technology 
MA Medicare Advantage 
MA–PD Medicare Advantage-Prescription 

Drug Plans 
MedCAC Medicare Evidence Development 

and Coverage Advisory Committee 
(formerly the Medicare Coverage Advisory 
Committee (MCAC)) 

MedPAC Medicare Payment Advisory 
Commission 

MEI Medicare Economic Index 
MIEA–TRHCA Medicare Improvements and 

Extension Act of 2006 (that is, Division B 
of the Tax Relief and Health Care Act of 
2006 (TRHCA) (Pub. L. 109–432) 

MIPPA Medicare Improvements for Patients 
and Providers Act of 2008 (Pub. L. 110– 
275) 

MMA Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (Pub. L. 108–173) 

MMSEA Medicare, Medicaid, and SCHIP 
Extension Act of 2007 (Pub. L. 110–173) 

MNT Medical nutrition therapy 
MP Malpractice 
MPPR Multiple procedure payment 

reduction 
MQSA Mammography Quality Standards 

Act of 1992 (Pub. L. 102–539) 
MRA Magnetic resonance angiography 
MRI Magnetic resonance imaging 
MS–DRG Medicare Severity-Diagnosis 

related group 
MSA Metropolitan statistical area 
NCD National Coverage Determination 
NCPDP National Council for Prescription 

Drug Programs 
NDC National drug code 
NISTA National Institute of Standards and 

Technology Act 
NP Nurse practitioner 
NPDB National Practitioner Data Bank 
NPI National Provider Identifier 
NPP Nonphysician practitioner 
NPPES National Plan and Provider 

Enumeration System 
NQF National Quality Forum 
NRC Nuclear Regulatory Commission 
NTTAA National Technology Transfer and 

Advancement Act of 1995 (Pub. L. 104– 
113) 

NUBC National Uniform Billing Committee 
OACT [CMS’] Office of the Actuary 
OBRA Omnibus Budget Reconciliation Act 
ODF Open door forum 
OIG Office of Inspector General 
OMB Office of Management and Budget 
ONC [HHS’] Office of the National 

Coordinator for Health Information 
Technology 

OPPS Outpatient prospective payment 
system 

OSA Obstructive Sleep Apnea 
OSCAR Online Survey and Certification 

and Reporting 
P4P Pay for performance 
PA Physician assistant 
PC Professional component 
PCF Patient compensation fund 
PDP Prescription drug plan 
PE Practice expense 
PE/HR Practice expense per hour 
PEAC Practice Expense Advisory 

Committee 
PECOS Provider Enrollment, Chain, and 

Ownership System 
PERC Practice Expense Review Committee 
PFS Physician Fee Schedule 
PHP Partial hospitalization program 
PIM [Medicare] Program Integrity Manual 
PLI Professional liability insurance 
POA Present on admission 
POC Plan of care 
PPI Producer price index 
PPS Prospective payment system 
PPTA Plasma Protein Therapeutics 

Association 
PQRI Physician Quality Reporting Initiative 
PRA Paperwork Reduction Act 
PSA Physician scarcity areas 
PSG Polysomnography 
PT Physical therapy 
ResDAC Research Data Assistance Center 
RFA Regulatory Flexibility Act 
RIA Regulatory impact analysis 
RN Registered nurse 
RNAC Reasonable net acquisition cost 
RRT Registered respiratory therapist 
RUC [AMA’s Specialty Society] Relative 

(Value) Update Committee 
RVU Relative value unit 
SBA Small Business Administration 
SGR Sustainable growth rate 
SLP Speech-language pathology 
SMS [AMA’s] Socioeconomic Monitoring 

System 
SNF Skilled nursing facility 
SOR System of record 
SRS Stereotactic radiosurgery 
TC Technical Component 
TIN Tax identification number 
TRHCA Tax Relief and Health Care Act of 

2006 (Pub. L. 109–432) 
UPMC University of Pittsburgh Medical 

Center 
USDE United States Department of 

Education 
VBP Value-based purchasing 
WAMP Widely available market price 

I. Background 
Since January 1, 1992, Medicare has 

paid for physicians’ services under 
section 1848 of the Social Security Act 
(the Act), ‘‘Payment for Physicians’ 
Services.’’ The Act requires that 
payments under the physician fee 

schedule (PFS) be based on national 
uniform relative value units (RVUs) 
based on the relative resources used in 
furnishing a service. Section 1848(c) of 
the Act requires that national RVUs be 
established for physician work, practice 
expense (PE), and malpractice expense. 
Before the establishment of the 
resource-based relative value system, 
Medicare payment for physicians’ 
services was based on reasonable 
charges. 

A. Development of the Relative Value 
System 

1. Work RVUs 

The concepts and methodology 
underlying the PFS were enacted as part 
of the Omnibus Budget Reconciliation 
Act (OBRA) of 1989 (Pub. L. 101–239), 
and OBRA 1990, (Pub. L. 101–508). The 
final rule, published on November 25, 
1991 (56 FR 59502), set forth the fee 
schedule for payment for physicians’ 
services beginning January 1, 1992. 
Initially, only the physician work RVUs 
were resource-based, and the PE and 
malpractice RVUs were based on 
average allowable charges. 

The physician work RVUs established 
for the implementation of the fee 
schedule in January 1992 were 
developed with extensive input from 
the physician community. A research 
team at the Harvard School of Public 
Health developed the original physician 
work RVUs for most codes in a 
cooperative agreement with the 
Department of Health and Human 
Services (DHHS). In constructing the 
code-specific vignettes for the original 
physician work RVUs, Harvard worked 
with panels of experts, both inside and 
outside the Federal government, and 
obtained input from numerous 
physician specialty groups. 

Section 1848(b)(2)(B) of the Act 
specifies that the RVUs for anesthesia 
services are based on RVUs from a 
uniform relative value guide. We 
established a separate conversion factor 
(CF) for anesthesia services, and we 
continue to utilize time units as a factor 
in determining payment for these 
services. As a result, there is a separate 
payment methodology for anesthesia 
services. 

We establish physician work RVUs for 
new and revised codes based on 
recommendations received from the 
American Medical Association’s (AMA) 
Specialty Society Relative Value Update 
Committee (RUC). 

2. Practice Expense Relative Value Units 
(PE RVUs) 

Section 121 of the Social Security Act 
Amendments of 1994 (Pub. L. 103–432), 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00005 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69730 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

enacted on October 31, 1994, amended 
section 1848(c)(2)(C)(ii) of the Act and 
required us to develop resource-based 
PE RVUs for each physician’s service 
beginning in 1998. We were to consider 
general categories of expenses (such as 
office rent and wages of personnel, but 
excluding malpractice expenses) 
comprising PEs. 

Section 4505(a) of the Balanced 
Budget Act of 1997 (BBA) (Pub. L. 105– 
33), amended section 1848(c)(2)(C)(ii) of 
the Act to delay implementation of the 
resource-based PE RVU system until 
January 1, 1999. In addition, section 
4505(b) of the BBA provided for a 4-year 
transition period from charge-based PE 
RVUs to resource-based RVUs. 

We established the resource-based PE 
RVUs for each physician’s service in a 
final rule, published November 2, 1998 
(63 FR 58814), effective for services 
furnished in 1999. Based on the 
requirement to transition to a resource- 
based system for PE over a 4-year 
period, resource-based PE RVUs did not 
become fully effective until 2002. 

This resource-based system was based 
on two significant sources of actual PE 
data: the Clinical Practice Expert Panel 
(CPEP) data; and the AMA’s 
Socioeconomic Monitoring System 
(SMS) data. The CPEP data were 
collected from panels of physicians, 
practice administrators, and 
nonphysicians (for example, registered 
nurses (RNs)) nominated by physician 
specialty societies and other groups. 
The CPEP panels identified the direct 
inputs required for each physician’s 
service in both the office setting and 
out-of-office setting. We have since 
refined and revised these inputs based 
on recommendations from the RUC. The 
AMA’s SMS data provided aggregate 
specialty-specific information on hours 
worked and PEs. 

Separate PE RVUs are established for 
procedures that can be performed in 
both a nonfacility setting, such as a 
physician’s office, and a facility setting, 
such as a hospital outpatient 
department. The difference between the 
facility and nonfacility RVUs reflects 
the fact that a facility typically receives 
separate payment from Medicare for its 
costs of providing the service, apart 
from payment under the PFS. The 
nonfacility RVUs reflect all of the direct 
and indirect PEs of providing a 
particular service. 

Section 212 of the Balanced Budget 
Refinement Act of 1999 (BBRA) (Pub. L. 
106–113) directed the Secretary of 
Health and Human Services (the 
Secretary) to establish a process under 
which we accept and use, to the 
maximum extent practicable and 
consistent with sound data practices, 

data collected or developed by entities 
and organizations to supplement the 
data we normally collect in determining 
the PE component. On May 3, 2000, we 
published the interim final rule (65 FR 
25664) that set forth the criteria for the 
submission of these supplemental PE 
survey data. The criteria were modified 
in response to comments received, and 
published in the Federal Register (65 
FR 65376) as part of a November 1, 2000 
final rule. The PFS final rules published 
in 2001 and 2003, respectively, (66 FR 
55246 and 68 FR 63196) extended the 
period during which we would accept 
these supplemental data through March 
1, 2005. 

In CY 2007 PFS final rule with 
comment period (71 FR 69624), we 
revised the methodology for calculating 
PE RVUs beginning in CY 2007 and 
provided for a 4-year transition for the 
new PE RVUs under this new 
methodology. We will continue to 
evaluate this policy and proposed 
necessary revisions through future 
rulemaking. 

3. Resource-Based Malpractice (MP) 
RVUs 

Section 4505(f) of the BBA amended 
section 1848(c) of the Act requiring us 
to implement resource-based 
malpractice (MP) RVUs for services 
furnished on or after 2000. The 
resource-based MP RVUs were 
implemented in the PFS final rule 
published November 2, 1999 (64 FR 
59380). The MP RVUs were based on 
malpractice insurance premium data 
collected from commercial and 
physician-owned insurers from all the 
States, the District of Columbia, and 
Puerto Rico. 

4. Refinements to the RVUs 
Section 1848(c)(2)(B)(i) of the Act 

requires that we review all RVUs no less 
often than every 5 years. The first 5-Year 
Review of the physician work RVUs was 
published on November 22, 1996 (61 FR 
59489) and was effective in 1997. The 
second 5-Year Review was published in 
the CY 2002 PFS final rule with 
comment period (66 FR 55246) and was 
effective in 2002. The third 5-Year 
Review of physician work RVUs was 
published in the CY 2007 PFS final rule 
with comment period (71 FR 69624) and 
was effective on January 1, 2007. (Note: 
Additional codes relating to the third 5- 
Year Review of physician work RVUs 
were addressed in the CY 2008 PFS 
final rule with comment period (72 FR 
66360).) 

In 1999, the AMA’s RUC established 
the Practice Expense Advisory 
Committee (PEAC) for the purpose of 
refining the direct PE inputs. Through 

March 2004, the PEAC provided 
recommendations to CMS for over 7,600 
codes (all but a few hundred of the 
codes currently listed in the AMA’s 
Current Procedural Terminology (CPT) 
codes). As part of the CY 2007 PFS final 
rule with comment period (71 FR 
69624), we implemented a new 
methodology for determining resource- 
based PE RVUs and are transitioning 
this over a 4-year period. 

In the CY 2005 PFS final rule with 
comment period (69 FR 66236), we 
implemented the first 5-Year Review of 
the MP RVUs (69 FR 66263). 

5. Adjustments to RVUs are Budget 
Neutral 

Section 1848(c)(2)(B)(ii)(II) of the Act 
provides that adjustments in RVUs for a 
year may not cause total PFS payments 
to differ by more than $20 million from 
what they would have been if the 
adjustments were not made. In 
accordance with section 
1848(c)(2)(B)(ii)(II) of the Act, if 
adjustments to RVUs cause 
expenditures to change by more than 
$20 million, we make adjustments to 
ensure that expenditures do not increase 
or decrease by more than $20 million. 

As explained in the CY 2007 PFS final 
rule with comment period (71 FR 
69624), due to the increase in work 
RVUs resulting from the third 5-Year 
Review of physician work RVUs, we 
applied a separate budget neutrality 
(BN) adjustor to the work RVUs for 
services furnished during 2007 and 
2008. This approach is consistent with 
the method we used to make BN 
adjustments to reflect the changes in the 
PE RVUs. 

Section 133(b) of the MIPPA amends 
section 1848(c)(2)(B) of the Act to 
specify that, instead of continuing to 
apply the BN adjustor for the 5-Year 
Review to work RVUs, the BN 
adjustment must be applied to the CF 
for years beginning with CY 2009. 
Further discussion of this MIPPA 
provision as it relates to the CY 2009 
PFS can be found in sections III. and IX. 
of this final rule with comment period. 

B. Components of the Fee Schedule 
Payment Amounts 

To calculate the payment for every 
physician’s service, the components of 
the fee schedule (physician work, PE, 
and MP RVUs) are adjusted by a 
geographic practice cost index (GPCI). 
The GPCIs reflect the relative costs of 
physician work, PE, and malpractice 
insurance in an area compared to the 
national average costs for each 
component. 

RVUs are converted to dollar amounts 
through the application of a CF, which 
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is calculated by CMS’ Office of the 
Actuary (OACT). 

The formula for calculating the 
Medicare fee schedule payment amount 
for a given service and fee schedule area 
can be expressed as: 

Payment = [(RVU work × GPCI work) 
+ (RVU PE × GPCI PE) + (RVU 
malpractice × GPCI malpractice)] × CF. 

C. Most Recent Changes to the Fee 
Schedule 

The CY 2008 PFS final rule with 
comment period (72 FR 66222) 
addressed certain provisions of Division 
B of the Tax Relief and Health Care Act 
of 2006—Medicare Improvements and 
Extension Act of 2006 (Pub. L. 109–432) 
(MIEA–TRHCA), and made other 
changes to Medicare Part B payment 
policy to ensure that our payment 
systems are updated to reflect changes 
in medical practice and the relative 
value of services. The CY 2008 PFS final 
rule with comment period also 
discussed refinements to resource-based 
PE RVUs; GPCI changes; malpractice 
RVUs; requests for additions to the list 
of telehealth services; several coding 
issues including additional codes from 
the 5–Year Review; payment for covered 
outpatient drugs and biologicals; the 
competitive acquisition program (CAP); 
clinical lab fee schedule issues; 
payment for end-stage renal dialysis 
(ESRD) services; performance standards 
for facilities; expiration of the physician 
scarcity area (PSA) bonus payment; 
conforming and clarifying changes for 
comprehensive outpatient rehabilitation 
facilities (CORFs); a process for 
updating the drug compendia; physician 
self-referral issues; beneficiary signature 
for ambulance transport services; 
durable medical equipment (DME) 
update; the chiropractic services 
demonstration; a Medicare economic 
index (MEI) data change; technical 
corrections; standards and requirements 
related to therapy services under 
Medicare Parts A and B; revisions to the 
ambulance fee schedule; the ambulance 
inflation factor for CY 2008; and an 
amendment to the e-prescribing 
exemption for computer-generated 
facsimile transmissions. 

We also finalized the calendar year 
(CY) 2007 interim RVUs and issued 
interim RVUs for new and revised 
procedure codes for CY 2008. 

In accordance with section 
1848(d)(1)(E)(i) of the Act, we also 
announced that the PFS update for CY 
2008 is ¥10.1 percent, the preliminary 
estimate for the sustainable growth rate 
(SGR) for CY 2008 is ¥0.1 percent and 
the CF for CY 2008 is $34.0682. 
However, subsequent to publication of 
the CY 2008 PFS final rule with 

comment period, section 101(a) of the 
Medicare, Medicaid, and SCHIP 
Extension Act of 2007 (Pub. L. 110–173) 
(MMSEA) was enacted on December 29, 
2007 and provided for a 0.5 percent 
update to the conversion factor for the 
period beginning January 1, 2008 and 
ending June 30, 2008. For the first half 
of 2008 (that is, January through June), 
the Medicare PFS conversion factor was 
$38.0870. In the absence of legislation, 
the PFS conversion factor for the second 
half of 2008 would have been $34.0682, 
as announced in the PFS final rule with 
comment period for CY 2008. However, 
as a result of the enactment of the 
Medicare Improvements for Patients and 
Providers Act of 2008 (Pub. L. 110–275) 
(MIPPA), the Medicare PFS conversion 
factor remained at $38.0870 for the 
remaining portion of 2008 (July through 
December). 

II. Provisions of the Final Rule With 
Comment Period 

In response to the CY 2009 PFS 
proposed rule (73 FR 38502) we 
received approximately 4,100 timely 
public comments. These included 
comments from individual physicians, 
health care workers, professional 
associations and societies, 
manufacturers and Congressmen. The 
majority of the comments addressed 
proposals related to independent 
diagnostic testing facilities, anti- 
markup, prohibition concerning 
providers of sleep tests, and the general 
impact of the proposed rule on specific 
specialties. To the extent that comments 
were outside the scope of the proposed 
rule, they are not addressed in this final 
rule with comment period. 

A. Resource-Based Practice Expense 
(PE) Relative Value Units (RVUs) 

Practice expense (PE) is the portion of 
the resources used in furnishing the 
service that reflects the general 
categories of physician and practitioner 
expenses, such as office rent and 
personnel wages but excluding 
malpractice expenses, as specified in 
section 1848(c)(1)(B) of the Act. 

Section 121 of the Social Security 
Amendments of 1994 (Pub. L. 103–432), 
enacted on October 31, 1994, required 
CMS to develop a methodology for a 
resource-based system for determining 
PE RVUs for each physician’s service. 
Until that time, PE RVUs were based on 
historical allowed charges. This 
legislation stated that the revised PE 
methodology must consider the staff, 
equipment, and supplies used in the 
provision of various medical and 
surgical services in various settings 
beginning in 1998. The Secretary has 
interpreted this to mean that Medicare 

payments for each service would be 
based on the relative PE resources 
typically involved with furnishing the 
service. 

The initial implementation of 
resource-based PE RVUs was delayed 
from January 1, 1998, until January 1, 
1999, by section 4505(a) of the BBA. In 
addition, section 4505(b) of the BBA 
required that the new payment 
methodology be phased in over 4 years, 
effective for services furnished in CY 
1999, and fully effective in CY 2002. 
The first step toward implementation of 
the statute was to adjust the PE values 
for certain services for CY 1998. Section 
4505(d) of the BBA required that, in 
developing the resource-based PE RVUs, 
the Secretary must— 

• Use, to the maximum extent 
possible, generally-accepted cost 
accounting principles that recognize all 
staff, equipment, supplies, and 
expenses, not solely those that can be 
linked to specific procedures and actual 
data on equipment utilization. 

• Develop a refinement method to be 
used during the transition. 

• Consider, in the course of notice 
and comment rulemaking, impact 
projections that compare new proposed 
payment amounts to data on actual 
physician PE. 

In CY 1999, we began the 4-year 
transition to resource-based PE RVUs 
utilizing a ‘‘top-down’’ methodology 
whereby we allocated aggregate 
specialty-specific practice costs to 
individual procedures. The specialty- 
specific PEs were derived from the 
American Medical Association’s 
(AMA’s) Socioeconomic Monitoring 
Survey (SMS). In addition, under 
section 212 of the BBRA, we established 
a process extending through March 2005 
to supplement the SMS data with data 
submitted by a specialty. The aggregate 
PEs for a given specialty were then 
allocated to the services furnished by 
that specialty on the basis of the direct 
input data (that is, the staff time, 
equipment, and supplies) and work 
RVUs assigned to each CPT code. 

For CY 2007, we implemented a new 
methodology for calculating PE RVUs. 
Under this new methodology, we use 
the same data sources for calculating PE, 
but instead of using the ‘‘top-down’’ 
approach to calculate the direct PE 
RVUs, under which the aggregate direct 
and indirect costs for each specialty are 
allocated to each individual service, we 
now utilize a ‘‘bottom-up’’ approach to 
calculate the direct costs. Under the 
‘‘bottom up’’ approach, we determine 
the direct PE by adding the costs of the 
resources (that is, the clinical staff, 
equipment, and supplies) typically 
required to provide each service. The 
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costs of the resources are calculated 
using the refined direct PE inputs 
assigned to each CPT code in our PE 
database, which are based on our review 
of recommendations received from the 
AMA’s Relative Value Update 
Committee (RUC). For a more detailed 
explanation of the PE methodology see 
the June 29, 2006 proposed notice (71 
FR 37242) and the CY 2007 PFS final 
rule with comment period (71 FR 
69629). 

1. Current Methodology 

a. Data Sources for Calculating Practice 
Expense 

The AMA’s SMS survey data and 
supplemental survey data from the 
specialties of cardiothoracic surgery, 
vascular surgery, physical and 
occupational therapy, independent 
laboratories, allergy/immunology, 
cardiology, dermatology, 
gastroenterology, radiology, 
independent diagnostic testing facilities 
(IDTFs), radiation oncology, and urology 
are used to develop the PE per hour (PE/ 
HR) for each specialty. For those 
specialties for which we do not have 
PE/HR, the appropriate PE/HR is 
obtained from a crosswalk to a similar 
specialty. 

The AMA developed the SMS survey 
in 1981 and discontinued it in 1999. 
Beginning in 2002, we incorporated the 
1999 SMS survey data into our 
calculation of the PE RVUs, using a 5- 
year average of SMS survey data. (See 
the CY 2002 PFS final rule with 
comment period (66 FR 55246)). The 
SMS PE survey data are adjusted to a 
common year, 2005. The SMS data 
provide the following six categories of 
PE costs: 

• Clinical payroll expenses, which 
are payroll expenses (including fringe 
benefits) for nonphysician clinical 
personnel. 

• Administrative payroll expenses, 
which are payroll expenses (including 
fringe benefits) for nonphysician 
personnel involved in administrative, 
secretarial, or clerical activities. 

• Office expenses, which include 
expenses for rent, mortgage interest, 
depreciation on medical buildings, 
utilities, and telephones. 

• Medical material and supply 
expenses, which include expenses for 
drugs, x-ray films, and disposable 
medical products. 

• Medical equipment expenses, 
which include depreciation, leases, and 
rent of medical equipment used in the 
diagnosis or treatment of patients. 

• All other expenses, which include 
expenses for legal services, accounting, 
office management, professional 

association memberships, and any 
professional expenses not previously 
mentioned in this section. 

In accordance with section 212 of the 
BBRA, we established a process to 
supplement the SMS data for a specialty 
with data collected by entities and 
organizations other than the AMA (that 
is, those entities and organizations 
representing the specialty itself). (See 
the Criteria for Submitting 
Supplemental Practice Expense Survey 
Data interim final rule with comment 
period (65 FR 25664)). Originally, the 
deadline to submit supplementary 
survey data was through August 1, 2001. 
In the CY 2002 PFS final rule (66 FR 
55246), the deadline was extended 
through August 1, 2003. To ensure 
maximum opportunity for specialties to 
submit supplementary survey data, we 
extended the deadline to submit surveys 
until March 1, 2005 in the Revisions to 
Payment Policies Under the Physician 
Fee Schedule for CY 2004 final rule 
with comment period (68 FR 63196) 
(hereinafter referred to as CY 2004 PFS 
final rule with comment period). 

The direct cost data for individual 
services were originally developed by 
the Clinical Practice Expert Panels 
(CPEP). The CPEP data include the 
supplies, equipment, and staff times 
specific to each procedure. The CPEPs 
consisted of panels of physicians, 
practice administrators, and 
nonphysicians (for example, RNs) who 
were nominated by physician specialty 
societies and other groups. There were 
15 CPEPs consisting of 180 members 
from more than 61 specialties and 
subspecialties. Approximately 50 
percent of the panelists were 
physicians. 

The CPEPs identified specific inputs 
involved in each physician’s service 
provided in an office or facility setting. 
The inputs identified were the quantity 
and type of nonphysician labor, medical 
supplies, and medical equipment. 

In 1999, the AMA’s RUC established 
the PEAC. From 1999 to March 2004, 
the PEAC, a multi-specialty committee, 
reviewed the original CPEP inputs and 
provided us with recommendations for 
refining these direct PE inputs for 
existing CPT codes. Through its last 
meeting in March 2004, the PEAC 
provided recommendations for over 
7,600 codes which we have reviewed 
and in most instances have accepted. As 
a result, the current PE inputs differ 
markedly from those originally 
recommended by the CPEPs. The PEAC 
was replaced by the Practice Expense 
Review Committee (PERC) and now 
these PE-related activities are addressed 
by the AMA RUC PE subcommittee. 

b. Allocation of PE to Services 

The aggregate level specialty-specific 
PEs are derived from the AMA’s SMS 
survey and supplementary survey data. 
To establish PE RVUs for specific 
services, it is necessary to establish the 
direct and indirect PE associated with 
each service. 

(i) Direct costs. The direct costs are 
determined by adding the costs of the 
resources (that is, the clinical staff, 
equipment, and supplies) typically 
required to provide the service. The 
costs of these resources are calculated 
from the refined direct PE inputs in our 
PE database. These direct inputs are 
then scaled to the current aggregate pool 
of direct PE RVUs. The aggregate pool 
of direct PE RVUs can be derived using 
the following formula: (PE RVUs × 
physician CF) × (average direct 
percentage from SMS/(Supplemental 
PE/HR data)). 

(ii) Indirect costs. The SMS and 
supplementary survey data are the 
source for the specialty-specific 
aggregate indirect costs used in our PE 
calculations. We then allocate the 
indirect costs to the code level on the 
basis of the direct costs specifically 
associated with a code and the 
maximum of either the clinical labor 
costs or the physician work RVUs. For 
calculation of the 2009 PE RVUs, we use 
the 2007 procedure-specific utilization 
data crosswalked to 2009 services. To 
arrive at the indirect PE costs— 

• We apply a specialty-specific 
indirect percentage factor to the direct 
expenses to recognize the varying 
proportion that indirect costs represent 
of total costs by specialty. For a given 
service, the specific indirect percentage 
factor to apply to the direct costs for the 
purpose of the indirect allocation is 
calculated as the weighted average of 
the ratio of the indirect to direct costs 
(based on the survey data) for the 
specialties that furnish the service. For 
example, if a service is furnished by a 
single specialty with indirect PEs that 
were 75 percent of total PEs, the indirect 
percentage factor to apply to the direct 
costs for the purposes of the indirect 
allocation would be (0.75/0.25) = 3.0. 
The indirect percentage factor is then 
applied to the service level adjusted 
indirect PE allocators. 

• We use the specialty-specific PE/HR 
from the SMS survey data, as well as the 
supplemental surveys for cardiothoracic 
surgery, vascular surgery, physical and 
occupational therapy, independent 
laboratories, allergy/immunology, 
cardiology, dermatology, radiology, 
gastroenterology, IDTFs, radiation 
oncology, and urology. (Note: For 
radiation oncology, the data represent 
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the combined survey data from the 
American Society for Therapeutic 
Radiology and Oncology (ASTRO) and 
the Association of Freestanding 
Radiation Oncology Centers (AFROC)). 
As discussed in the CY 2008 PFS final 
rule with comment period (72 FR 
66233), the PE/HR survey data for 
radiology is weighted by practice size. 
We incorporate this PE/HR into the 
calculation of indirect costs using an 
index which reflects the relationship 
between each specialty’s indirect 
scaling factor and the overall indirect 
scaling factor for the entire PFS. For 
example, if a specialty had an indirect 
practice cost index of 2.00, this 
specialty would have an indirect scaling 
factor that was twice the overall average 
indirect scaling factor. If a specialty had 
an indirect practice cost index of 0.50, 
this specialty would have an indirect 
scaling factor that was half the overall 
average indirect scaling factor. 

• When the clinical labor portion of 
the direct PE RVU is greater than the 
physician work RVU for a particular 
service, the indirect costs are allocated 
based upon the direct costs and the 
clinical labor costs. For example, if a 
service has no physician work and 1.10 
direct PE RVUs, and the clinical labor 
portion of the direct PE RVUs is 0.65 
RVUs, we would use the 1.10 direct PE 
RVUs and the 0.65 clinical labor 
portions of the direct PE RVUs to 
allocate the indirect PE for that service. 

c. Facility/Nonfacility Costs 
Procedures that can be furnished in a 

physician’s office as well as in a 
hospital or facility setting have two PE 
RVUs: facility and nonfacility. The 
nonfacility setting includes physicians’ 
offices, patients’ homes, freestanding 
imaging centers, and independent 
pathology labs. Facility settings include 
hospitals, ambulatory surgical centers 
(ASCs), and skilled nursing facilities 
(SNFs). The methodology for calculating 
PE RVUs is the same for both facility 
and nonfacility RVUs, but is applied 
independently to yield two separate PE 
RVUs. Because the PEs for services 
provided in a facility setting are 
generally included in the payment to 
the facility (rather than the payment to 
the physician under the PFS), the PE 
RVUs are generally lower for services 
provided in the facility setting. 

d. Services With Technical Components 
(TCs) and Professional Components 
(PCs) 

Diagnostic services are generally 
comprised of two components: a 
professional component (PC) and a 
technical component (TC), both of 
which may be performed independently 

or by different providers. When services 
have TCs, PCs, and global components 
that can be billed separately, the 
payment for the global component 
equals the sum of the payment for the 
TC and PC. This is a result of using a 
weighted average of the ratio of indirect 
to direct costs across all the specialties 
that furnish the global components, TCs, 
and PCs; that is, we apply the same 
weighted average indirect percentage 
factor to allocate indirect expenses to 
the global components, PCs, and TCs for 
a service. (The direct PE RVUs for the 
TC and PC sum to the global under the 
bottom-up methodology.) 

e. Transition Period 
As discussed in the CY 2007 PFS final 

rule with comment period (71 FR 
69674), we are implementing the change 
in the methodology for calculating PE 
RVUs over a 4-year period. During this 
transition period, the PE RVUs will be 
calculated on the basis of a blend of 
RVUs calculated using our methodology 
described previously in this section 
(weighted by 25 percent during CY 
2007, 50 percent during CY 2008, 75 
percent during CY 2009, and 100 
percent thereafter), and the CY 2006 PE 
RVUs for each existing code. PE RVUs 
for codes that are new during this 
period will be calculated using only the 
current PE methodology and will be 
paid at the fully transitioned rate. 

f. PE RVU Methodology 
The following is a description of the 

PE RVU methodology. 

(i) Setup File 
First, we create a setup file for the PE 

methodology. The setup file contains 
the direct cost inputs, the utilization for 
each procedure code at the specialty 
and facility/nonfacility place of service 
level, and the specialty-specific survey 
PE per physician hour data. 

(ii) Calculate the Direct Cost PE RVUs 
Sum the costs of each direct input. 
Step 1: Sum the direct costs of the 

inputs for each service. The direct costs 
consist of the costs of the direct inputs 
for clinical labor, medical supplies, and 
medical equipment. The clinical labor 
cost is the sum of the cost of all the staff 
types associated with the service; it is 
the product of the time for each staff 
type and the wage rate for that staff 
type. The medical supplies cost is the 
sum of the supplies associated with the 
service; it is the product of the quantity 
of each supply and the cost of the 
supply. The medical equipment cost is 
the sum of the cost of the equipment 
associated with the service; it is the 
product of the number of minutes each 

piece of equipment is used in the 
service and the equipment cost per 
minute. The equipment cost per minute 
is calculated as described at the end of 
this section. 

Apply a BN adjustment to the direct 
inputs. 

Step 2: Calculate the current aggregate 
pool of direct PE costs. To do this, 
multiply the current aggregate pool of 
total direct and indirect PE costs (that is, 
the current aggregate PE RVUs 
multiplied by the CF) by the average 
direct PE percentage from the SMS and 
supplementary specialty survey data. 

Step 3: Calculate the aggregate pool of 
direct costs. To do this, for all PFS 
services, sum the product of the direct 
costs for each service from Step 1 and 
the utilization data for that service. 

Step 4: Using the results of Step 2 and 
Step 3 calculate a direct PE BN 
adjustment so that the aggregate direct 
cost pool does not exceed the current 
aggregate direct cost pool and apply it 
to the direct costs from Step 1 for each 
service. 

Step 5: Convert the results of Step 4 
to an RVU scale for each service. To do 
this, divide the results of Step 4 by the 
Medicare PFS CF. 

(iii) Create the Indirect PE RVUs 

Create indirect allocators. 
Step 6: Based on the SMS and 

supplementary specialty survey data, 
calculate direct and indirect PE 
percentages for each physician 
specialty. 

Step 7: Calculate direct and indirect 
PE percentages at the service level by 
taking a weighted average of the results 
of Step 6 for the specialties that furnish 
the service. Note that for services with 
TCs and PCs we are calculating the 
direct and indirect percentages across 
the global components, PCs, and TCs. 
That is, the direct and indirect 
percentages for a given service (for 
example, echocardiogram) do not vary 
by the PC, TC and global component. 

Step 8: Calculate the service level 
allocators for the indirect PEs based on 
the percentages calculated in Step 7. 
The indirect PEs are allocated based on 
the three components: the direct PE 
RVU, the clinical PE RVU, and the work 
RVU. 

For most services the indirect 
allocator is: indirect percentage * (direct 
PE RVU/direct percentage) + work RVU. 

There are two situations where this 
formula is modified: 

• If the service is a global service (that 
is, a service with global, professional, 
and technical components), then the 
indirect allocator is: indirect percentage 
* (direct PE RVU/direct percentage) + 
clinical PE RVU + work RVU. 
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• If the clinical labor PE RVU exceeds 
the work RVU (and the service is not a 
global service), then the indirect 
allocator is: indirect percentage * (direct 
PE RVU/direct percentage) + clinical PE 
RVU. 

(Note: For global services, the indirect 
allocator is based on both the work RVU 
and the clinical labor PE RVU. We do 
this to recognize that, for the 
professional service, indirect PEs will be 
allocated using the work RVUs, and for 
the TC service, indirect PEs will be 
allocated using the direct PE RVU and 
the clinical labor PE RVU. This also 
allows the global component RVUs to 
equal the sum of the PC and TC RVUs.) 

For presentation purposes in the 
examples in Table 1, the formulas were 
divided into two parts for each service. 
The first part does not vary by service 
and is the indirect percentage * (direct 
PE RVU/direct percentage). The second 
part is either the work RVU, clinical PE 
RVU, or both depending on whether the 
service is a global service and whether 
the clinical PE RVU exceeds the work 
RVU (as described earlier in this step.) 

Apply a BN adjustment to the indirect 
allocators. 

Step 9: Calculate the current aggregate 
pool of indirect PE RVUs by multiplying 
the current aggregate pool of PE RVUs 
by the average indirect PE percentage 
from the physician specialty survey 
data. This is similar to the Step 2 
calculation for the direct PE RVUs. 

Step 10: Calculate an aggregate pool of 
indirect PE RVUs for all PFS services by 
adding the product of the indirect PE 
allocators for a service from Step 8 and 
the utilization data for that service. This 
is similar to the Step 3 calculation for 
the direct PE RVUs. 

Step 11: Using the results of Step 9 
and Step 10, calculate an indirect PE 
adjustment so that the aggregate indirect 
allocation does not exceed the available 
aggregate indirect PE RVUs and apply it 
to indirect allocators calculated in Step 
8. This is similar to the Step 4 
calculation for the direct PE RVUs. 

Calculate the Indirect Practice Cost 
Index. 

Step 12: Using the results of Step 11, 
calculate aggregate pools of specialty- 
specific adjusted indirect PE allocators 
for all PFS services for a specialty by 
adding the product of the adjusted 
indirect PE allocator for each service 
and the utilization data for that service. 

Step 13: Using the specialty-specific 
indirect PE/HR data, calculate specialty- 
specific aggregate pools of indirect PE 
for all PFS services for that specialty by 
adding the product of the indirect PE/ 
HR for the specialty, the physician time 
for the service, and the specialty’s 
utilization for the service. 

Step 14: Using the results of Step 12 
and Step 13, calculate the specialty- 
specific indirect PE scaling factors as 
under the current methodology. 

Step 15: Using the results of Step 14, 
calculate an indirect practice cost index 
at the specialty level by dividing each 
specialty-specific indirect scaling factor 
by the average indirect scaling factor for 
the entire PFS. 

Step 16: Calculate the indirect 
practice cost index at the service level 
to ensure the capture of all indirect 
costs. Calculate a weighted average of 
the practice cost index values for the 
specialties that furnish the service. 
(Note: For services with TCs and PCs, 
we calculate the indirect practice cost 
index across the global components, 
PCs, and TCs. Under this method, the 
indirect practice cost index for a given 
service (for example, echocardiogram) 
does not vary by the PC, TC and global 
component.) 

Step 17: Apply the service level 
indirect practice cost index calculated 
in Step 16 to the service level adjusted 
indirect allocators calculated in Step 11 
to get the indirect PE RVU. 

(iv) Calculate the Final PE RVUs 

Step 18: Add the direct PE RVUs from 
Step 6 to the indirect PE RVUs from 
Step 17. 

Step 19: Calculate and apply the final 
PE BN adjustment by comparing the 
results of Step 18 to the current pool of 
PE RVUs. This final BN adjustment is 
required primarily because certain 
specialties are excluded from the PE 
RVU calculation for rate-setting 
purposes, but all specialties are 
included for purposes of calculating the 
final BN adjustment. (See ‘‘Specialties 
excluded from rate-setting calculation’’ 
below in this section.) 

(v) Setup File Information 

• Specialties excluded from rate- 
setting calculation: For the purposes of 
calculating the PE RVUs, we exclude 
certain specialties such as midlevel 
practitioners paid at a percentage of the 

PFS, audiology, and low volume 
specialties from the calculation. These 
specialties are included for the purposes 
of calculating the BN adjustment. 

• Crosswalk certain low volume 
physician specialties: Crosswalk the 
utilization of certain specialties with 
relatively low PFS utilization to the 
associated specialties. 

• Physical therapy utilization: 
Crosswalk the utilization associated 
with all physical therapy services to the 
specialty of physical therapy. 

• Identify professional and technical 
services not identified under the usual 
TC and 26 modifiers: Flag the services 
that are PC and TC services, but do not 
use TC and 26 modifiers (for example, 
electrocardiograms). This flag associates 
the PC and TC with the associated 
global code for use in creating the 
indirect PE RVU. For example, the 
professional service code 93010 is 
associated with the global code 93000. 

• Payment modifiers: Payment 
modifiers are accounted for in the 
creation of the file. For example, 
services billed with the assistant at 
surgery modifier are paid 16 percent of 
the PFS amount for that service; 
therefore, the utilization file is modified 
to only account for 16 percent of any 
service that contains the assistant at 
surgery modifier. 

• Work RVUs: The setup file contains 
the work RVUs from this final rule. 

(vi) Equipment Cost per Minute 

The equipment cost per minute is 
calculated as: 
(1/(minutes per year * usage)) * price * 

((interest rate/(1-(1/((1 + interest 
rate) ** life of equipment)))) + 
maintenance) 

Where: 
minutes per year = maximum minutes per 

year if usage were continuous (that is, 
usage = 1); 150,000 minutes. 

usage = equipment utilization assumption; 
0.5. 

price = price of the particular piece of 
equipment. 

interest rate = 0.11. 
life of equipment = useful life of the 

particular piece of equipment. 
maintenance = factor for maintenance; 0.05. 

Note: To illustrate the PE calculation, in 
Table 1 we have used the conversion factor 
(CF) of $36.0666 which is the CF effective 
January 1, 2009 as published in this final 
rule. 
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2. PE Proposals for CY 2009 

a. RUC Recommendations for Direct PE 
Inputs 

In the CY 2009 PFS proposed rule, we 
agreed with the AMA RUC PE 
recommendations for 23 codes except 
for the inclusion of the clinical staff for 
quality-related activities for 8 
immunization injection services (73 FR 
38512). The AMA RUC 
recommendations and other PE issues 
are addressed below. 

Immunization Services 
We did not accept the AMA RUC- 

recommended inclusion of 4 minutes of 
clinical staff time related to quality 
activities (QA) for the 4 immunization 
codes for the initial injection: CPT codes 
90465, 90467, 90471, and 90473; nor 
did we accept the recommended 1 
minute of QA time for the 4 ‘‘each 
additional’’ subsequent injection for 
CPT codes 90466, 90468, 90472 and 
90474. As we explained, unlike the 
clinical staff time related to quality 
activities that is included for 
mammography services as required by 
the Mammography Quality Standards 
Act of 1992 (Pub. L. 102–539) (MQSA), 
there is no statutory requirement for 
quality-related clinical staff time inputs 
for these services. 

Comment: We received comments 
from individuals and group practice 
physicians, specialty societies, the AMA 
RUC, the AMA, two State medical 
societies, a vaccine manufacturer, a 
pharmaceutical research association, 
and the National Vaccine Advisory 
Committee regarding our omission of 
the QA clinical labor time for the 
immunization injection codes. These 
commenters requested that we add back 
the QA clinical time as recommended 
by the AMA RUC. 

Response: Based on the commenters’ 
requests, we reexamined the issue. We 
have identified clinical QA time 
included in other services that is not 
based on a statutory requirement. For 
many cardiac and vascular ultrasound 
services, for example, QA time is 
included because it is directly related to 
compliance with accreditation 
requirements. After our review, we 
believe there was evidence to support 
the inclusion of this QA time in this 
case in order to comply with State and 
Federal regulatory guidelines. We have 
revised the PE database to reflect QA 
time for these immunization services. 

Comment: Other commenters 
representing specialty societies 
supported our acceptance of the AMA 
RUC recommendations for the 15 other 
services identified in Table 2 of the 
proposed rule. 

Response: We have finalized the AMA 
RUC PE recommendations for these 
services. 

b. Equipment Time-in-Use 
The formula for estimating the cost 

per minute for equipment is based upon 
a variety of factors, including the cost of 
the equipment, useful life, interest rate, 
maintenance cost, and utilization. The 
purpose of this formula is to identify an 
estimated cost per minute for the 
equipment that can be multiplied by the 
time the equipment is in use to obtain 
an estimated per use equipment cost to 
develop the resource-based PE RVU. 

In calculating the estimated cost per 
minute for services that are in use 24 
hours per day for 7 days per week, we 
have assumed that the maximum 
amount of time that the equipment can 
be in use is approximately 525,000 
minutes (that is, 525,000 minutes = (24 
hours per day) × (7 days per week) × (52 
weeks per year) × (60 minutes per 
hour)). 

For CY 2008, we used 525,000 
minutes to calculate the per minute 
equipment cost for the equipment used 
in CPT code 93012, Telephonic 
transmission of post-symptom 
electrocardiogram rhythm strip(s), 24- 
hour attended monitoring, per 30 day 
period of time; tracing only and CPT 
code 93271, Patient demand single or 
multiple event recording with 
presymptom memory loop, 24-hour 
attended monitoring, per 30 day period 
of time; monitoring, receipt of 
transmissions, and analysis. Based on 
information presented to us by a 
provider group suggesting that the 
equipment was in use continuously, we 
determined that this equipment is used 
24 hours a day, 7 days a week. Thus, we 
assigned the equipment a 100 percent 
usage rate. However, in subsequent 
discussions with a provider group, we 
determined that, although there may be 
a 100 percent usage rate for a particular 
month, this does not correspond to a 
100 percent usage rate for a year. 
Therefore, for CY 2009 we proposed to 
apply our standard utilization rate of 50 
percent to the 525,000 maximum 
minutes of use, consistent with our 
utilization rate assumption for other 
equipment. This results in 262,500 
minutes (that is, 262,500 = 525,000 × 
0.50) of average use over the course of 
the year. 

In the CY 2008 PFS rule, we used 
43,200 minutes (60 minutes per hour × 
24 hours per day × 30 days per month) 
to estimate the per use cost of the 
equipment in these monthly services. 
We are continuing to use 43,200 
minutes in determining the equipment 
cost per use for these codes. 

Comment: The majority of comments 
received supported our proposal to 
assign the standard 50 percent 
utilization rate to CPT codes 93012 and 
93271. Other comments disagreed with 
our proposal and described it as an 
arbitrary method for changing 
equipment utilization rates. Many 
commenters suggested that we should 
develop a survey process that would 
obtain service specific utilization rates 
for all PFS services. 

Response: We agree with the 
commenters that support assigning the 
standard 50 percent equipment 
utilization rate to CPT codes 93012 and 
93271 and we will finalize our proposal 
to use the standard 50 percent 
utilization rate for CPT codes 93012 and 
93271. Although we did not make any 
proposals related to a comprehensive 
survey of services specific equipment 
costs, we plan to continue to work with 
interested parties to analyze the 
possibilities for potential inclusion in a 
future rulemaking cycle. 

c. Change to PE Database Inputs for 
Certain Cardiac Stress Tests 

In the CY 2009 PFS proposed rule, we 
proposed to change the PE database for 
CPT code 93025, Microvolt T-wave 
alternans for assessment of ventricular 
arrhythmias, to make the clinical labor 
staff type consistent with the other 
cardiac stress tests, CPT codes 93015 
and 93017. In addition, we proposed to 
add the specific Microvolt T-wave 
testing equipment in place of the 
cardiac stress testing treadmill devices, 
as well as to revise the time-in-use for 
the equipment in CPT 93025 to reflect 
the service period. We also proposed to 
apply similar revisions to the equipment 
time-in-use to the other 2 CPT codes, 
CPT codes 93015 and 93017. 

Comment: The manufacturer of the 
equipment technology and the specialty 
society were supportive of these 
proposed changes. In addition, the AMA 
RUC noted that it would address this 
issue at the 2008 October AMA RUC 
meeting. 

Response: We have received and 
accepted the AMA RUC 
recommendations for CPT 93025, 93015 
and 93017 which support all of the 
changes in our proposal. The PE 
database is revised to reflect these 
changes. 

d. Revisions to § 414.22(b)(5)(i) 
Concerning Practice Expense 

Current regulations at § 414.22(b)(5)(i) 
provide an explanation of the two levels 
of PE RVUs for the facility and 
nonfacility settings that are used in 
determining payment under the PFS. 
Section 414.22(b)(5)(i)(A) discusses 
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facility PE RVUs and § 414.22(b)(5)(i)(B) 
discusses nonfacility PE RVUs. 
Language in each of these sections 
incorrectly implies that the facility PE 
RVU is lower than or equal to the 
nonfacility PE RVUs. However, there are 
some instances where the facility PE 
RVUs may actually be greater than the 
nonfacility PE RVUs. In order to address 
this inaccuracy, we proposed to revise 
§ 414.22(b)(5)(i)(A) and (B) to remove 
this language. 

We received no comments on our 
proposed technical change and have 
revised the regulations at 
§ 414.22(b)(5)(i)(A) and (B) as proposed. 

e. Other PE Direct Input Issues 
(i) Removal of Conscious Sedation 

(CS) PE Inputs for Services in Which CS 
is not Inherent—Technical Correction 

In reviewing the PE database, we 
noted that the conscious sedation (CS) 
PE inputs for 12 CPT codes in which CS 
is not inherent had not been removed 
after CPT 2005 began identifying these 
codes in a separate Addendum. The CS 
inputs for CPT codes 19300, 22520, 
22521, 31717, 62263, 62264, 62268, 
62269, 63610, 64585, 64590, and 64595 
had been added by the AMA RUC’s 
PEAC prior to CY 2005. At that time, the 
AMA RUC recommended deletion of the 
CS PE inputs for all procedures that 
were not identified in the CPT 2005 
manual Addendum which lists the 
services in which CS is inherent; and 
thus include the associated direct PE 
inputs. Due to a technical error, these 
inputs were not removed for CY 2005. 
We have removed the CS PE inputs for 
the 12 CPT codes noted above. We ask 
that the AMA RUC permit specialty 
societies to bring any CPT codes 
forward to either the February or April 
2009 AMA RUC meetings should any 
other discrepancies between the CPT 
Addendum and the PE database be 
identified. 

(ii) Jejunostomy Tube Price 
A comment received on the CY 2009 

PFS proposed rule stated that we had 
mistakenly entered the price for a set of 
2, rather than just 1, jejunostomy tube 
in each of the following CPT codes 
49441, 49446, 49451, and 49452. So that 
the price of this PE supply can be 
properly valued as part of the PE RVUs 
for each of the four services in which it 
is found, we have changed the price of 
this supply from $198 to $97.50 in CPT 
codes 49441, 49446, 49451, and 49452. 
In addition, because it’s correct price is 
less than $150, this item was 
erroneously placed on the list for re- 
pricing of higher-cost supplies on Table 
29 in the proposed rule; and, as a result 
of this price correction, it has been 

removed from the list of supply items in 
need of repricing. 

(iii) Supply Code SH079, Collagen, 
Dermal Implant (2.5ml uou) (Contigen) 

We received comments from a 
specialty society representing urologists 
noting that the dermal collagen implant, 
priced at $317, was an inappropriate 
supply input for CPT 52330. The 
specialty society asked that we remove 
this supply from this service. We agree 
that inclusion of the dermal collagen 
implant as a supply input for CPT code 
52330 is not appropriate. The PE RVUs 
for CPT 52330 reflect the removal of this 
supply item. 

(iv) Contractor Pricing of CPT 77371 for 
Stereotactic Radiosurgery (SRS) 
Treatment Delivery 

CPT code 77371, Radiation treatment 
delivery, stereotactic radiosurgery (SRS) 
(complete course of treatment of 
cerebral lesion(s) consisting of one 
session); multi-source Cobalt 60 based, 
(more commonly known as Gamma 
Knife) was a new CPT code for CY 2007. 
At that time, we accepted nearly all of 
the AMA RUC PE recommendations for 
this procedure (we did not accept the 
Cobalt 60 radiation source as a direct PE 
input) during CY 2007 rulemaking, and 
these recommendations are reflected in 
the PE RVUs for CPT 77371. The PE 
inputs for CPT 77371 had been 
proposed by the sitting AMA RUC 
specialty society representing 
therapeutic radiation oncology 
physicians. The AMA RUC discussed 
and amended the specialty’s proposal 
for direct PE inputs (particularly the 
amount of clinical labor time) prior to 
agreeing on the final AMA RUC 
recommendation that was forwarded to 
CMS for CY 2007. Due to the equipment 
expense (nearly $4 million) along with 
the many Nuclear Regulatory 
Commission (NRC) requirements for 
construction of the facility required to 
furnish these procedures, all but one of 
these facilities is connected with a 
hospital setting, leaving a single free- 
standing nonfacility provider. 

Comment: We received 3 comments 
stating that the PE RVUs listed in 
Addendum B for CPT 77371 are 
exceptionally inadequate. All 
commenters, including the single 
freestanding nonfacility based provider, 
noted the difference in payments 
between those made under OPPS and 
the PFS for CPT 77371. For CY 2009, the 
commenters noted that the proposed 
OPPS payment is $7,608 and the PFS 
payment under the proposed rule would 
be $1,260. A freestanding nonfacility 
provider noted that it had worked with 
the Medicare contractor but was 

unsuccessful in securing a higher 
payment because the contractor could 
not deviate from the established PE 
RVUs. Two commenters also stated that 
they believe the direct PE inputs are 
incorrect since the cost data they had 
gathered from other facility providers of 
this stereotactic radiosurgery (SRS) 
service included extra clinical labor 
time due to Nuclear Regulatory 
Commission (NRC) requirements for 
both the physicist and the registered 
nurse. In addition, they disagreed with 
our decision to treat the Cobalt 60 
radiation source (recommended by the 
AMA RUC as a 1-month renewable 
equipment item) as an indirect PE cost 
in the CY 2007 PFS final rule with 
comment period. The commenters have 
asked us to contractor-price CPT 77371 
for CY 2009 if a payment correction 
cannot be made in the final rule. 

Response: We will ask the AMA RUC 
to review the direct PE inputs for this 
code in light of these comments. In the 
interim, we believe the commenters 
have raised sufficient questions 
regarding the propriety of the direct PE 
inputs and PE RVUs established for this 
new code in 2007 to warrant contractor- 
pricing for CPT 77371 for CY 2009. 

f. Supply and Equipment Items Needing 
Specialty Input 

We have identified some supply and 
equipment items from the CY 2008 final 
rule with comment period for which we 
were unable to verify the pricing 
information (see Table 2: Items Needing 
Specialty Input for Pricing and Table 3: 
Equipment Items Needing Specialty 
Input for Pricing). For the items listed 
in Tables 2 and 3, we are requesting that 
commenters provide pricing 
information. In addition, we are 
requesting acceptable documentation, as 
described in the footnote to each table, 
to support the recommended prices. For 
supplies or equipment that previously 
appeared on these lists, we may propose 
to delete these items unless we receive 
adequate information to support current 
pricing by the conclusion of the 
comment period for this final rule. 

In Tables 4 and 5, we have listed 
specific supplies and equipment items 
related to new CY 2009 CPT codes that 
are discussed in section V. of this final 
rule with comment period. We have 
added these items to the PE database 
along with the associated prices (on an 
interim basis). We plan to propose 
finalized pricing information in the CY 
2010 PFS proposed rule. Item prices 
identified in these tables are also 
reflected in the PE RVUs in Addendum 
B. In addition, we have asked 
commenters to submit specific 
information in response to the 
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discussion of the supply and equipment 
items for some each of the new CPT 
codes in section V. of this final rule 

with comment period. We have also 
specifically asked for public comment 
about the direct cost inputs for the 3 

new 2009 CPT codes which we 
contractor-priced for CY 2009 (CPT 
codes 93229, 93299, and 95803). 

TABLE 2—SUPPLY ITEMS NEEDING SPECIALTY INPUT FOR PRICING 

Code 2008/9 Description Unit Unit 
price 

Primary 
Associated 
Specialties 

Associated 
* CPT code(s) 

Prior item status 
on table 

Commenter 
response and CMS 

action 

2009 Item 
status refer to 

note(s) 

Gas, argon, 
cryoablation.

........................... .............. Urology, Radiology, 
Interventional 
Radiology.

50395 YES .................... New item 2008 ...... A, D. 

Gas, helium, 
cryoablation.

........................... .............. Urology, Radiology, 
Interventional 
Radiology.

50395 YES .................... New item 2008 ...... A, D. 

SL119 ..... Sealant spray ........ oz ........................... .............. Radiation Oncology 77333 YES .................... No comments re-
ceived.

B. 

Catheter, Kumpe ... Item ....................... .............. Radiology, Inter-
ventional Radi-
ology.

50385, 50386 YES .................... New item 2008 ...... A, D. 

Disposable aspi-
rating syringe.

........................... .............. Oral and Maxillo-
facial Surgery.

21073 YES .................... New item 2008 ...... A, D. 

Guidewire, angle 
tip (Terumo), 180 
cm.1 

........................... .............. Radiology, Inter-
ventional Radi-
ology.

50385, 50386 YES .................... New item 2008 ...... A, D. 

Snare, Nitinol 
(Amplatz).

Item ....................... .............. Radiology, Inter-
ventional Radi-
ology.

50385, 50386 YES .................... New item 2008 ...... A, D. 

NA .......... Agent, neurolytic ... ml ........................... .............. Orthopedic Sur-
gery, Podiatry.

64632 NO ...................... New item 2009 ...... A. 

NA .......... Strut, replacement, 
dynamic external.

Item ....................... 1151 ........................... 20697 NO ...................... New item 2009 ...... A. 

NA .......... Tube, anaerobic 
culture.

Item ....................... .............. 62267 .................... Lab NO ...................... New item 2009 ...... A, B. 

NA .......... Tube, jejunsostomy Item ....................... 97.50 49441, 49446, 
49451 and 49452.

Accessory NO ...................... Price changed/ 
CMS error. $195 
price for 2 J- 
tubes. $97.50 ac-
cepted.

C. 

* CPT codes and descriptions only are copyright 2009 American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply. 
Note: Acceptable documentation includes detailed description (including system, kit or product components), source (multiple sources requested), and current pric-

ing information. For most items, there will be multiple sources of documentation available—multiple products/models that can be used as acceptable substitutes in 
performing a procedure. We ask that documentation from multiple sources be submitted with verified prices of the various products which represent the price range. 
In these instances, only one specific item/model/product is available on the market for use in a given procedure, one source of documentation is required. However, 
CMS expects that all documentation reflect the market price for each product reflecting the manufacturer or vendor discounts, rebates, etc. Invoices from physician 
purchases are the preferred documentation. In cases where this is not possible, CMS may accept other documentation such as copies of catalog pages, hard copy 
from specific Web pages, physician invoices, and typical or average sales price ‘‘quotes’’ (letter format okay) from manufacturers, vendors, or distributors. Unaccept-
able documentation includes phone numbers and addresses of manufacturer, vendors or distributors, Web site links without pricing information, etc. 

A. Additional documentation required. Need detailed description (including ‘‘kit’’, system, or product contents and component parts), source, and current pricing in-
formation (including pricing per specified unit of measure in database). 

B. No/Insufficient information received. Where applicable, retained price in database on an interim basis. Forward acceptable documentation promptly. 
C. Submitted price accepted. 
D. 2008/9 price retained on an interim basis. Forward acceptable documentation promptly. 

TABLE 3—EQUIPMENT ITEMS NEEDING SPECIALTY INPUT FOR PRICING 

Code 2008/9 Description 2008/9 
Price 

Primary specialties 
associated with 

item 

* CPT 
code(s) asso-

ciated with 
item 

Prior status 
on table 

Commenter 
response and 
CMS action 

2009 Item status 
refer to note(s) 

Camera mount- 
floor.

2300 Dermatology .......... 96904 Yes ............... Specialty to submit, 
asap.

A and D. 

Cross slide attach-
ment.

500 Dermatology .......... 96904 Yes ............... Specialty to submit, 
asap.

A and D. 

Plasma pheresis 
machine.

37,900 Radiology, Derma-
tology.

36481, 
G0341 

Yes ............... Revised description 
based on com-
ments received 
that light source 
was not part of 
item. Docu-
mentation re-
quested.

B. 

ED039 Psychology Testing 
Equipment.

................ Psychology ............ 96101, 96102 Yes ............... Specialty to submit, 
asap.

B. 

Strobe, 400 watts 
(Studio)(2).

1500 Dermatology .......... 96904 Yes ............... Documentation re-
quested.

B. 

Cryosurgery sys-
tem (for tumor 
ablation).1 

................ Urology, Radiology, 
Interventional 
Radiology.

50593 Yes ............... New item 2008 ...... A and D. 
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TABLE 3—EQUIPMENT ITEMS NEEDING SPECIALTY INPUT FOR PRICING—Continued 

Code 2008/9 Description 2008/9 
Price 

Primary specialties 
associated with 

item 

* CPT 
code(s) asso-

ciated with 
item 

Prior status 
on table 

Commenter 
response and 
CMS action 

2009 Item status 
refer to note(s) 

Workstation, dual, 
echocardiog-
raphy.

85000 Cardiology ............. 93351 No ................. New item 2009, 
Specialty sub-
mitted 
$173,509—CMS 
accept $85,000.

E. 

EQ136 Infrared Coagulator 
(with hand appli-
cator, includes 
light guide).

3659.50 .......................... 46606, 
46608, 
46610, 

46612, 46930 

No ................. New price for 2009 
with addition of 
light guide, Sup-
ply code, Eq136, 
descriptor 
changed to in-
clude the light 
guide.

E. 

* CPT codes and descriptions only are copyright 2009 American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply. 
Note: Acceptable documentation includes detailed description (including system, kit or product components), source (multiple sources re-

quested), and current pricing information. For most items, there will be multiple sources of documentation available—multiple products/models 
that can be used as acceptable substitutes in performing a procedure. We ask that documentation from multiple sources be submitted with 
verified prices of the various products which represent the price range. In these instances, only one specific item/model/product is available on 
the market for use in a given procedure, one source of documentation is required. However, CMS expects that all documentation reflect the mar-
ket price for each product reflecting the manufacturer or vendor discounts, rebates, etc. Invoices from physician purchases are the preferred doc-
umentation. In cases where this is not possible, CMS may accept other documentation such as copies of catalog pages, hard copy from specific 
Web pages, physician invoices, and typical or average sales price ‘‘quotes’’ (letter format okay) from manufacturers, vendors, or distributors. Un-
acceptable documentation includes phone numbers and addresses of manufacturer, vendors or distributors, Web site links without pricing infor-
mation, etc. 

A. Additional documentation required. Need detailed description (including kit contents), source, and current pricing information (including pric-
ing per specified unit of measure in database). Accept copies of catalog pages or hard copy from specific Web pages. Phone numbers or ad-
dresses of manufacturer, vendors, or distributors are not acceptable documentation. 

B. No/Insufficient received. Retained price in database on an interim basis. Forward acceptable documentation promptly. 
C. Submitted price accepted. 
D. 2008/9 price, where specified, retained on an interim basis. Forward acceptable documentation promptly. 
E. See discussion in section V. of this final rule with comment period. Forward requested documentation promptly, for example, whether item is 

typical. 

TABLE 4—PRACTICE EXPENSE SUPPLY ITEM ADDITIONS FOR CY 2009 

Equip code Supply description Unit Unit 
price 

* CPT code(s) as-
sociated with item Supply category Comments 

NA ...................... Agent, neurolytic ............................ ml ....................... .............. 64632 ................. Pharmacy, Rx .... A, B and D. 
NA ...................... IV infusion set, Sof-set (Minimed) Item .................... 11 .5 96369 and 96371 Hypodermic, IV .. B. 
NA ...................... Strut, replacement, dynamic exter-

nal.
Item .................... 1151 20697 ................. Accessory .......... A. 

NA ...................... Swab, patient prep, 1.5 ml 
(chloraprep).

Item .................... 1 .04 93352 ................. Pharmacy, 
NonRx.

B. 

NA ...................... Tube, anaerobic culture ................. Item .................... .............. 62267 ................. Lab ..................... A. 
NA ...................... Tube, jejunsostomy ....................... Item .................... 97 .50 49441, 49446, 

49451 and 
49452.

Accessory .......... A and C. 

* CPT codes and descriptions only are copyright 2009 American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply. 
A. Price verification needed. Item(s) added to table of supplies requiring specialty input. 
B. Request explanation/rationale as to why specific supply is necessary, how it differs from current PE database item, and why current PE 

item(s) cannot be used for procedure(s). 
C. CMS price correction. 
D. Also, see discussion in section V. of this final rule with comment period. Proxy in use on an interim basis: SH062 Sclerosing solution, inj. 

TABLE 5—PRACTICE EXPENSE EQUIPMENT ITEM ADDITIONS FOR CY 2009 

Item code Equipment description Equip 
life Unit price * CPT code(s) associated 

with item 
Supply or equipment 

category Comments 

NA ............... Workstation, dual, echo-
cardiography.

5 85000 93351 ................................. DOCUMENTATION ........... A and D. 

NA ............... Pacemaker, Interrogation, 
System (CMS used Pace-
maker, Monitoring, System 
as proxy for price).

5 123250 93693 and 93696 .............. OTHER EQUIPMENT ....... B and D. 
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TABLE 5—PRACTICE EXPENSE EQUIPMENT ITEM ADDITIONS FOR CY 2009—Continued 

Item code Equipment description Equip 
life Unit price * CPT code(s) associated 

with item 
Supply or equipment 

category Comments 

EQ198 ......... Pacemaker follow-up system 
(incl software and hard-
ware) (Paceart).

7 23507 93279, 93280, 93281, 
93282, 93284, 93285, 
93286, 93287, 93288, 
93289, 93290, 93291, 
93292, 93724.

OTHER EQUIPMENT ....... C and D. 

EQ136 ......... Infrared Coagulator (with hand 
applicator, includes light 
guide).

10 3659 .50 46606, 46608, 46610, 
46612, 46930.

OTHER EQUIPMENT ....... A and D. 

* CPT codes and descriptions only are copyright 2009 American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply. 
A. Price verification needed. Item(s) added to table of equipment requiring specialty input. 
B. Interim value, CY 2009 only. CMS assigned the pacemaker monitoring system to these two CPT codes that the specialty association re-

quested a pacemaker ‘‘interrogation’’ system. Since the CMS PE database does not contain such an item, we assigned, on an interim basis, the 
pacemaker monitoring system that was assigned to these 2 codes previously. Although we remain uncertain as to the appropriate equipment that 
should be assigned, we will work with the specialty as they provide us with more information and documentation for the typical equipment need-
ed for these 2 services when provided in the physician’s office. 

C. Interim value, CY 2009 only. CMS assigned EQ198 to all new cardiac monitoring codes for CY 2009 because the crosswalked codes (for 
CY 2008) each contained the equipment item EQ198. While the specialty requested the ‘‘pacemaker monitoring system’’ for these services, CMS 
was not provided any information to support the change in technology for these services provided in the physician’s office setting. 

D. Also, see discussion in Section V. of this final rule with comment period. 

B. Geographic Practice Cost Indices 
(GPCI): Locality Discussion 

1. Update 

Section 1848(e)(1)(A) of the Act 
requires us to develop separate 
Geographic Practice Cost Indices 
(GPCIs) to measure resource cost 
differences among localities compared 
to the national average for each of the 
three fee schedule components (work, 
PE and malpractice). While requiring 
that the PE and malpractice GPCIs 
reflect the full relative cost differences, 
section 1848(e)(1)(A)(iii) of the Act 
requires that the physician work GPCIs 
reflect only one-quarter of the relative 
cost differences compared to the 
national average. 

Section 1848(e)(1)(C) of the Act 
requires us to review and, if necessary, 
adjust the GPCIs at least every 3 years. 
This section also specifies that if more 
than 1 year has elapsed since the last 
GPCI revision, we must phase in the 
adjustment over 2 years, applying only 
one-half of any adjustment in each year. 
As discussed in the CY 2008 PFS final 
rule with comment period (72 FR 
66243), we established new GPCIs for 
each Medicare locality in CY 2008 and 
implemented them. The CY 2008 
adjustment to the GPCIs reflected the 
first year of the 2-year phase-in. 

We noted in the CY 2009 PFS 
proposed rule (73 FR 38513), that the 
physician work GPCIs we calculated did 
not reflect the 1.000 floor that was in 
place during CY 2006 through June 30, 
2008. However, as discussed in section 
III. of this preamble, section 134 of the 
MIPPA of 2008 extended the 1.000 work 
GPCI floor from July 1, 2008, through 
December 31, 2009. Additionally, 
section 134(b) of the MIPPA sets a 

permanent 1.500 work GPCI floor in 
Alaska for services furnished beginning 
January 1, 2009. As such, the CY 2009 
GPCIs and summarized GAFs reflect 
these statutorily mandated work GPCI 
floors. 

See Addenda D and E for the CY 2009 
GPCIs and summarized geographic 
adjustment factors (GAFs). 

For a detailed explanation of how the 
GPCI update was developed, see the CY 
2008 PFS final rule with comment 
period (72 FR 66244). 

2. Payment Localities 

a. Background 

As stated above in this section, 
section 1848(e)(1)(A) of the Act requires 
us to develop separate GPCIs to measure 
resource cost differences among 
localities compared to the national 
average for each of the three fee 
schedule components (work, PE, and 
malpractice). Payments under the PFS 
are based on the relative resources 
required to provide services, and are 
adjusted for differences in resource 
costs among payment localities using 
the GPCIs. As a result, PFS payments 
vary between localities. Although the 
PFS payment for a particular service is 
actually adjusted by applying a GPCI to 
each fee schedule component, for 
purposes of discussion and comparison, 
we calculate a geographic adjustment 
factor (GAF) for each locality. These 
GAFs reflect a weighted average of the 
GPCIs within the locality and can be 
used as a general proxy for area practice 
costs. A GAF is calculated to reflect a 
summarization of the GPCIs, (which is 
used only to make comparisons across 
localities). The GAFs are not an absolute 
measure of actual costs, nor are they 
used to calculate PFS payments. Rather, 

they are a tool that can be used as a 
proxy for differences in the cost of 
operating a medical practice among 
various geographic areas (for example 
counties) for the purpose of assessing 
the potential impact of alternative 
locality configurations. 

Prior to 1992, Medicare payments for 
physicians’ services were made on the 
basis of reasonable charges. Payment 
localities were established under the 
reasonable charge system by local 
Medicare carriers based on their 
knowledge of local physician charging 
patterns and economic conditions. A 
total of 210 localities were developed; 
including 22 ‘‘Statewide’’ localities 
where all areas within a State (whether 
urban or rural) received the same 
payment amount for a given service. 
These localities changed little between 
the inception of Medicare in 1966 and 
the beginning of the PFS in 1992. 
Following the inception of the PFS, we 
acknowledged that there was no 
consistent geographic basis for these 
localities and that they did not reflect 
the significant economic and 
demographic changes that had taken 
place since 1966. As a result, a study 
was begun in 1994 which culminated in 
a comprehensive locality revision which 
was implemented in 1997. 

The 1997 payment locality revision 
was based and built upon the prior 
locality structure. The 22 previously 
existing Statewide localities remained 
Statewide localities. New localities were 
established in the remaining 28 States 
by comparing the area cost differences 
(using the GAFs as a proxy for costs) of 
the localities within these States. We 
ranked the existing localities within 
these States by GAFs in descending 
order. The GAF of the highest locality 
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within a State was compared to the 
weighted average GAF of other 
localities. If the differences between 
these GAFs exceeded 5 percent, the 
highest locality remained a distinct 
locality. If the GAFs associated with all 
the localities in a State did not vary by 
at least 5 percent, the State became a 
Statewide locality. If the highest locality 
remained a distinct locality, the process 
was repeated for the second highest 
locality and so on until the variation 
among remaining localities fell below 
the 5 percent threshold. The rest of the 
localities within the State were 
combined into a single rest-of-State 
locality as their costs were relatively 
homogeneous. The revised locality 
structure (which is the one currently in 
use) reduced the number of localities 
from 210 to 89. The number of 
Statewide localities increased from 22 to 
34. The development of the current 
locality structure is described in detail 
in the CY 1997 PFS proposed rule (61 
FR 34615) and the subsequent final rule 
(61 FR 59494). 

Although there have been no changes 
to the locality structure since 1997, we 
have proposed changes in recent years, 
although we did not finalize them. As 
we have frequently noted, any changes 
to the locality configuration must be 
made in a budget neutral manner. 
Therefore, changes in localities can lead 
to significant redistributions in 
payments. For many years, we have not 
considered making changes to localities 
without the support of a State Medical 
Association, which we believed would 
demonstrate consensus for the change 
among the professionals who would be 
affected. However, we recognize that 
over time changes in demographics or 
local economic conditions may lead us 
to conduct a more comprehensive 
examination of existing payment 
localities, and consideration of potential 
alternatives. 

Payment Locality Approaches Discussed 
in the CY 2008 PFS Proposed Rule 

For the past several years, we have 
been involved in discussions with 
California physicians and their 
representatives about recent shifts in 
relative demographics and economic 
conditions among a number of counties 
within the current California payment 
locality structure. In the CY 2008 PFS 
proposed rule, we described three 
options for changing the payment 
localities in California. For a detailed 
discussion of the options for changing 
the payment localities in California, see 
the CY 2008 PFS proposed rule and 
final rule with comment period (72 FR 
38139 and 72 FR 66245, respectively). 

After evaluating the comments on 
these options, which included 
MedPAC’s two suggestions for 
developing changes in payment 
localities for the entire country (not just 
California), other States expressing 
interest in having their payment 
localities reconfigured, and the 
California Medical Association’s 
decision not to endorse any option, we 
decided not to proceed with any of the 
alternatives we presented. We explained 
in the CY 2008 final rule with comment 
period (72 FR 66248) that we intended 
to conduct a thorough analysis of 
potential approaches to reconfiguring 
localities and would address this issue 
again in future rulemaking. We also 
noted that some commenters wanted us 
to consider a national reconfiguration of 
localities rather than just making 
changes one State at a time. 

b. Alternative Payment Locality 
Approaches 

In the CY 2009 PFS proposed rule, we 
explained that as a follow-up to the CY 
2008 PFS final rule with comment 
period, we contracted with Acumen, 
LLC to conduct a preliminary study of 
several options for revising the payment 
localities. To that end, we are currently 
reviewing several alternative 
approaches for reconfiguring payment 
localities on a nationwide basis. 
However, our study of possible 
alternative payment locality 
configurations is in the early stages of 
development. We also stated that we are 
not making any changes to our payment 
localities at this time. For a discussion 
of the alternative payment locality 
configurations currently under 
consideration, see the CY 2009 PFS 
proposed rule (73 FR 38514). 

Our preliminary study of several 
options for revising the payment 
localities was posted on the CMS Web 
site on August 21, 2008. The report 
entitled, ‘‘Review of Alternative GPCI 
Payment Locality Structures’’, which 
was produced by Acumen, LLC under 
contract to CMS, is accessible from the 
PFS Federal regulation notices Web 
page under the download section of the 
CY 2009 PFS proposed rule (CMS– 
1403–P). The report may also be 
accessed directly from the following 
link: http://www.cms.hhs.gov/ 
PhysicianFeeSched/downloads/ 
ReviewOfAltGPCIs.pdf. Comments on 
the interim report were accepted 
through November 3, 2008. 

In the CY 2009 PFS proposed rule and 
on the CMS Web site, we encouraged 
interested parties to submit comments 
on the options presented in the 
proposed rule and in our interim report. 
We also requested comments on the 

administrative and operational issues 
associated with each option, as well as 
suggestions for other options. 

Comment: We received comments on 
the options discussed in the proposed 
rule from various specialty groups and 
medical societies, as well as a few group 
practices and individual practitioners. 
Generally, commenters commended us 
for acknowledging the need for 
intermittent reconfiguration of PFS 
payment localities and expressed 
support for our study of alternative 
locality configurations. Some 
commenters urged us to expedite 
changes in our payment localities and 
suggested that we do so as part of the 
CY 2009 final rule. Other commenters 
requested that, in any locality 
reconfiguration, we minimize the 
payment discrepancy between urban 
and rural areas to ensure continued 
access to care. 

Response: We would like to thank the 
public for the comments submitted on 
the options presented in the proposed 
rule and in the interim report posted on 
the CMS Web site. We will summarize 
all comments received in future 
rulemaking. As we have stated 
previously, we will provide extensive 
opportunities for public comment (for 
example, town hall meetings or open 
door forums, as well as a proposed rule) 
on any specific proposals for changes to 
the locality configuration before 
implementing any changes. 

C. Malpractice RVUs (PC/TC Issue) 
In the CY 1992 PFS final rule (56 FR 

59527), we described in detail how 
malpractice (MP) RVUs are calculated 
for each physicians’ service and, when 
professional liability insurance (PLI) 
premium data are not available, how we 
crosswalk or assign RVUs to services. 
Following the initial calculation of 
resource-based MP RVUs, the MP RVUs 
are then subject to review by CMS at 5- 
year intervals. Reviewing the MP RVUs 
every 5 years ensures that the MP 
relative values reflect any marketplace 
changes in the physician community’s 
ability to acquire PLI. However, there 
are codes that define certain radiologic 
services that have never been part of the 
MP RVU review process. The MP RVUs 
initially assigned to these codes have 
not been revised because there is a lack 
of suitable data on the cost of PLI for 
technical staff or imaging centers (where 
most of these services are performed). 

In the CY 2008 PFS proposed rule (72 
FR 38143), we noted that the PLI 
workgroup, a subset of the Relative 
Value Update Committee (RUC) of the 
AMA, brought to our attention the fact 
that there are approximately 600 
services that have TC MP RVUs that are 
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greater than the PC MP RVUs. The PLI 
workgroup requested that we make 
changes to these MP RVUs and 
suggested that it is illogical for the MP 
RVUs for the TC of a service to be higher 
than the MP RVUs for the PC. 

We responded that we would like to 
develop a resource-based methodology 
for the technical portion of these MP 
RVUs; but that we did not have data to 
support such a change. We asked for 
information about how, and if, 
technicians employed by facilities 
purchase PLI or how their professional 
liability is covered. We also asked for 
comments on what types of PLI are 
carried by facilities that perform these 
technical services. 

In the CY 2008 PFS final rule with 
comment period (72 FR 66248), one 
commenter suggested that we ‘‘flip’’ the 
MP RVUs between the PCs and TCs, or 
make them equal. Reversing the RVUs 
would reduce the MP RVUs for the TC 
and increase the MP RVUs for the PC. 
The AMA’s PLI workgroup 
recommended that we reduce the MP 
RVUs for the TC for these codes to zero. 
The workgroup suggested that there are 
no identifiable separate costs for 
professional liability for the TC. The 
workgroup also recommended that the 
MP RVUs removed from the TC for 
these codes be redistributed across all 
physicians’ services. 

We responded that we did not believe 
it would be appropriate to ‘‘flip’’ the PC 
and TC MP RVU values because the 
professional part of the MP RVUs has 
undergone a resource-based review, is 
derived from actual data, and is 
consistent with the resource-based 
methodology for PFS payments. We 
stated that we would not simply 
equalize the PC and TC RVU values 
because we had no data to demonstrate 
that the MP costs for the technical 
portion of these services are the same as 
the professional portion. 

We also noted that we have received 
several comments supporting the 
decision to examine the possibility of 
developing a resource-based 
methodology for the technical portion of 
the MP RVUs. The commenters 
supported the collection and analysis of 
appropriate MP premium data before 
making any changes to the MP RVU 
distribution. 

We stated that we would continue to 
solicit, collect, and analyze appropriate 
data on this subject. We noted that 
when we had sufficient information we 
would be better able to make a 
determination as to what, if any, 
changes should be made and that we 
would propose any changes in future 
rulemaking. 

In the CY 2009 PFS proposed rule (73 
FR 38515), we stated that the issue of 
assigning MP RVUs for the TC of certain 
services continues to be a source of 
concern for several physician 
associations and for CMS. We noted that 
we did not receive a response to our CY 
2008 request for additional data on this 
issue and that this issue is one of 
importance to CMS. We also stated that 
the lack of available PLI data affects our 
ability to make a resource-based 
evaluation of the TC MP RVUs for these 
codes. We indicated that as part of our 
work to update the MP RVUs in CY 
2010, we would instruct our contractor 
to research available data sources for the 
MP costs associated with the TC portion 
of these codes and that we would also 
ask the contractor to look at what is 
included in general liability insurance 
versus PLI for physicians and other 
professional staff. We also stated that if 
data sources are available, we would 
instruct the contractor to gather the data 
so we will be ready to implement 
revised MP RVUs for the TC of these 
codes in conjunction with the update of 
MP RVUs for the PCs in 2010. 

The following is a summary of the 
comments we received on the CY 2009 
PFS proposed rule and our responses. 

Comment: Most commenters opposed 
any change to the MP RVUs that would 
make the TC MP RVUs zero. The 
commenters stated that there are 
identifiable MP expenses associated 
with allied health professionals and that 
for many radiation oncology centers 
there are separate MP insurance policies 
for the radiation oncologists and the 
nonphysician clinical personnel. The 
commenters requested that we ensure 
that the liability insurance associated 
with the nonphysician personnel is 
reflected in the MP RVUs for technical 
services. The commenters also stated 
that these expenses do not represent 
general insurance liability premiums 
which are part of the PE RVUs. The 
commenters were supportive of our plan 
for researching data sources for MP 
premium data for the TC of these codes. 
One commenter provided the name of a 
company that provides liability 
insurance to imaging facilities. 

Other commenters, including the 
AMA, proposed that CMS reduce to zero 
the TC MP RVUs associated with the 
codes identified as having higher TC MP 
RVUs than PC MP RVUs. The 
commenters stated that any premium 
data received would represent general 
liability insurance, not liability 
insurance premium data related to 
nonphysician clinical personnel. The 
commenters suggested that premium 
data does not exist to support a 
resource-based computation of the MP 

RVUs for the TC and stated that general 
liability insurance premiums are 
included in the PE component and 
should not be part of the MP RVU 
calculation. 

Response: We appreciate the 
comments in support of our proposal to 
instruct our contractor to research 
available data sources for the MP costs 
associated with the TC portions of these 
codes. As we stated in the CY 2008 PFS 
final rule with comment period (72 FR 
66248), we are not able to evaluate 
whether sufficient data exists or to make 
a judgment on the RUC’s assertion that 
such data are not available. It is possible 
that the contractor responsible for 
collecting the data for the 5-year MP 
RVU update will identify providers of 
professional liability insurance for 
nonphysician clinical personnel. We 
plan to share the information received 
on a potential source of such data with 
our contractor. If such premium data 
can be identified, it will be incorporated 
into the MP RVU update. In the event 
that we adopt such data, we will ensure 
there is no duplication of costs between 
the PE and the MP RVUs. As noted in 
the CY 2009 PFS proposed rule, and 
discussed above in this section, we will 
be addressing this issue as part of the 
update to the malpractice RVUs for CY 
2010. 

D. Medicare Telehealth Services 

1. Requests for Adding Services to the 
List of Medicare Telehealth Services 

Section 1834(m)(4)(F) of the Act 
defines telehealth services as 
professional consultations, office visits, 
and office psychiatry services, and any 
additional service specified by the 
Secretary. In addition, the statute 
required us to establish a process for 
adding services to or deleting services 
from the list of telehealth services on an 
annual basis. 

In the December 31, 2002 Federal 
Register (67 FR 79988), we established 
a process for adding services to or 
deleting services from the list of 
Medicare telehealth services. This 
process provides the public an ongoing 
opportunity to submit requests for 
adding services. We assign any request 
to make additions to the list of Medicare 
telehealth services to one of the 
following categories: 

• Category #1: Services that are 
similar to professional consultations, 
office visits, and office psychiatry 
services. In reviewing these requests, we 
look for similarities between the 
proposed and existing telehealth 
services for the roles of, and interactions 
among, the beneficiary, the physician 
(or other practitioner) at the distant site 
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and, if necessary, the telepresenter. We 
also look for similarities in the 
telecommunications system used to 
deliver the proposed service, for 
example, the use of interactive audio 
and video equipment. 

• Category #2: Services that are not 
similar to the current list of telehealth 
services. Our review of these requests 
includes an assessment of whether the 
use of a telecommunications system to 
deliver the service produces similar 
diagnostic findings or therapeutic 
interventions as compared with the face 
to face ‘‘hands on’’ delivery of the same 
service. Requestors should submit 
evidence showing that the use of a 
telecommunications system does not 
affect the diagnosis or treatment plan as 
compared to a face to face delivery of 
the requested service. 

Since establishing the process, we 
have added the following to the list of 
Medicare telehealth services: 
psychiatric diagnostic interview 
examination; ESRD services with two to 
three visits per month and four or more 
visits per month (although we require at 
least one visit a month to be furnished 
in-person ‘‘hands on’’, by a physician, 
clinical nurse specialist (CNS), nurse 
practitioner (NP), or physician assistant 
(PA) to examine the vascular access 
site); individual medical nutrition 
therapy; and the neurobehavioral status 
exam. 

Requests to add services to the list of 
Medicare telehealth services must be 
submitted and received no later than 
December 31 of each calendar year to be 
considered for the next rulemaking 
cycle. For example, requests submitted 
before the end of CY 2007 are 
considered for the CY 2009 proposed 
rule. Each request for adding a service 
to the list of Medicare telehealth 
services must include any supporting 
documentation you wish us to consider 
as we review the request. Because we 
use the annual PFS as a vehicle for 
making changes to the list of Medicare 
telehealth services, requestors should be 
advised that any information submitted 
is subject to disclosure for this purpose. 
For more information on submitting a 
request for an addition to the list of 
Medicare telehealth services, including 
where to directly mail these requests, 
visit our Web site at http:// 
www.cms.hhs.gov/telehealth/. 

2. Submitted Requests for Addition to 
the List of Telehealth Services 

We received the following requests in 
CY 2007 for additional approved 
services to become effective for CY 
2009: (1) Diabetes self-management 
training (DSMT); and (2) critical care 
services. In addition, in the CY 2008 

PFS final rule with comment period (72 
FR 66250), we committed to continuing 
to evaluate last year’s request to add 
subsequent hospital care to the list of 
approved telehealth services. In the CY 
2009 PFS proposed rule (73 FR 38515), 
we responded to these requests. We did 
not propose to add DSMT or critical 
care services to the list of Medicare 
telehealth services. We proposed to 
create HCPCS codes specific to follow- 
up inpatient consultations delivered via 
telehealth, and we proposed to revise 
§ 410.78 and § 414.65 to revise our 
regulations accordingly. The following 
is a summary of the discussion from the 
proposed rule and a summary of the 
comments we received and our 
responses. 

a. Diabetes Self-Management Training 
(DSMT) 

The American Telemedicine 
Association (ATA) and the Marshfield 
Clinic submitted a request to add 
individual and group diabetes self 
management training (DSMT) (as 
represented by Healthcare Common 
Procedure Coding System (HCPCS) 
codes G0108 and G0109) to the list of 
approved telehealth services. The 
requesters believe that DSMT services 
can be considered and approved for 
telehealth as Category 1 services 
because they are comparable to medical 
nutrition therapy (MNT) services 
approved for telehealth. 

As discussed in the CY 2009 PFS 
proposed rule (73 FR 38516), § 414.65 
provides for the payment of individual 
MNT furnished via telehealth. Group 
MNT is not an approved telehealth 
service, so it cannot be used as a point 
of comparison for group DSMT (as 
represented by HCPCS code G0109). In 
addition, group counseling services 
have a different interactive dynamic 
between the physician or practitioner at 
the distant site and beneficiary at the 
originating site as compared to services 
on the current list of Medicare 
telehealth services. (See 70 FR 45787 
and 70 FR 70157 for a previous 
discussion of group services.) Since the 
interactive dynamic of group DSMT is 
not similar to individual MNT or any 
other service currently approved for 
telehealth, we believe that group DSMT 
must be evaluated as a category 2 
service. 

Section 1861(qq) of the Act provides 
that DSMT (which can be either a group 
or individual service) involves 
educational and training services to 
ensure therapy compliance or to provide 
necessary skills and knowledge to 
participate in managing the condition, 
including the skills necessary for the 
self administration of injectable drugs. 

We believe individual DSMT is not 
analogous to individual MNT because of 
the element of skill based training that 
is encompassed within individual 
DSMT, but is not an aspect of individual 
MNT (or any other services currently 
approved for telehealth). Due to the 
statutory requirement that DSMT 
services include teaching beneficiaries 
the skills necessary for the self 
administration of injectable drugs, we 
believe that DSMT, whether provided to 
an individual or a group, must be 
evaluated as a category 2 service. 

Because we consider individual and 
group DSMT to be category 2 services, 
we needed to evaluate whether these are 
services for which telehealth can be an 
adequate substitute for a face to face 
encounter. After reviewing studies 
submitted with the request, we 
determined that we do not have 
sufficient comparative analysis that 
either individual or group DSMT 
delivered via telecommunications is 
equivalent to DSMT delivered face to 
face. We did not find evidence that 
providing DSMT via telehealth is an 
adequate substitute for providing DSMT 
in person. Therefore, we proposed not 
to add individual and group DSMT (as 
described by HCPCS codes G0108 and 
G0109) to the list of approved telehealth 
services. 

Comment: Some commenters 
disagreed with our proposal and noted 
that adding DSMT to the list of 
approved telehealth services would 
provide a physician or practitioner with 
an additional tool for supporting patient 
compliance with management of 
diabetes. One commenter acknowledged 
that training patients in the self- 
administration of injectable drugs, a 
required component of DSMT programs, 
would be difficult to perform via 
telehealth. However, the commenter 
disagreed that this concern should 
prevent diabetes patients from accessing 
the DSMT benefit through telehealth. 
The commenter believes that educating 
a patient on diet, exercise, medications, 
managing stress and illness, and 
managing blood sugar can be taught via 
telehealth. 

Another commenter agreed that 
telehealth should not serve as a 
substitute for initial DSMT training that 
may involve hands-on teaching of 
injectable medications or appropriate 
usage of glucose monitors. However, the 
commenter believes that follow-up 
telehealth encounters can help to 
quickly identify any potential problems 
or health concerns. 

Response: The request we received 
was to add individual and group DSMT 
as described by HCPCS codes G0108 
and G0109 to the list of Medicare 
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telehealth services. As discussed above, 
teaching beneficiaries the skills 
necessary for the self administration of 
injectable drugs is a statutorily required 
element of DSMT (and is typically 
provided as part of an individual DSMT 
session). This skill based training is 
typically not a component of any of the 
current Medicare telehealth services. 

Group DSMT (which comprises the 
vast majority of DSMT; initial and 
follow up) is by definition furnished in 
a group setting and, therefore, the 
interactive dynamic is not similar to any 
existing telehealth service. No group 
services are approved for telehealth. For 
more information on our review of the 
use of telehealth to furnish group 
services, see the CY 2006 PFS proposed 
rule (70 FR 45787). 

In order to consider addition of 
services for Medicare telehealth that are 
not similar to the existing list of 
telehealth services, we require 
comparative studies showing that the 
use of an interactive audio and video 
telecommunications system is an 
adequate substitute for the in person 
(face-to-face) delivery of the requested 
service. To date, requestors have not 
submitted sufficient comparative 
analyses supporting the approval of skill 
based training (such as teaching a 
patient how to administer self-injectable 
drugs) for telehealth. Likewise, 
requestors have not submitted 
comparative analyses showing that the 
use of a telecommunications system is 
an adequate substitute for group 
counseling services (DSMT or 
otherwise) furnished in person. 

We agree with the commenters that 
skill-based training, such as teaching 
patients how to inject insulin, would be 
difficult to accomplish without the 
physical in person presence of the 
teaching practitioner. However, we 
disagree that this training element 
should be carved out of individual (or 
group) DSMT for purposes of providing 
Medicare telehealth services. The skill- 
based training involved in teaching 
beneficiaries the skills necessary for the 
self-administration of injectable drugs is 
a key component of this statutorily 
defined benefit (and therefore inherent 
in the codes that describe DSMT). We 
do not believe that it would be 
appropriate to carve out this statutorily 
required component of DSMT for 
purposes of telehealth. 

b. Critical Care Services 
The (UPMC) submitted a request to 

add critical care services (as defined by 
HCPCS codes 99291 and 99292) as a 
‘‘Category 1’’ service. The requester 
draws similarities to the evaluation and 
management (E/M) consultation services 

currently approved for telehealth. The 
requester noted that the primary 
difference between critical care and 
other E/M services already approved for 
telehealth is that critical care is specific 
to patients with vital organ failure. 
Anecdotally, UPMC has found that the 
use of telecommunications systems and 
software gives stroke patients timely 
access to highly specialized physicians. 
According to the request, UPMC 
physicians are able to give ‘‘an equally 
effective examination, spend the same 
amount of time with the patient and 
develop the same course of treatment 
just as if they were bedside.’’ 

The acuity of a critical care patient is 
significantly greater than the acuity 
generally associated with patients 
receiving the E/M services approved for 
telehealth. Because of the acuity of 
critically ill patients, we do not consider 
critical care services similar to any 
services on the current list of Medicare 
telehealth services. Therefore, we 
believe critical care must be evaluated 
as a Category 2 service. 

Because we consider critical care 
services to be Category 2, we needed to 
evaluate whether these are services for 
which telehealth can be an adequate 
substitute for a face-to-face encounter. 
We had no evidence suggesting that the 
use of telehealth could be a reasonable 
surrogate for the face-to-face delivery of 
this type of care. As such, we did not 
propose to add critical care services (as 
defined by HCPCS codes 99291 and 
99292) to the list of approved telehealth 
services. 

Comment: UPMC submitted a detailed 
description of their experiences using 
telehealth to support the treatment of 
acute stroke patients and provided 
supporting studies describing the use of 
telemedicine in remote stroke 
assessment. Per their comment, remote 
stroke assessment has specific and 
unique clinical importance because an 
urgent decision, based in part on a 
neurological examination, must be made 
regarding the administration of 
thrombolytic therapy within 3 hours of 
the onset of stroke symptoms. The 
elements of remote stroke assessment 
involve discrete interactions between 
physicians and patients, and the 
consultative input of specialists 
experienced in acute stroke treatment is 
considered in directing the bedside care 
of the patient. 

Some commenters were concerned 
that our proposal will not permit the use 
of telehealth to treat critically ill 
patients. We received comments and 
supporting documentation regarding the 
feasibility and value of providing 
consultations via telehealth to patients 
who are critically ill. 

Response: Consultations are already 
included on the list of approved 
telehealth services. Our proposal not to 
add critical care services (as defined by 
99291 and 99292) to the list of Medicare 
telehealth services does not preclude 
physicians or NPPs from providing 
medically necessary and clinically 
appropriate telehealth consultations to 
patients who are critically ill. We 
believe that permitting initial and 
follow up inpatient consultation via 
telehealth will help provide greater 
access to specialty care for critically ill 
patients (including stroke patients). If 
guidance or advice is needed regarding 
a critically ill patient, a consultation 
may be requested from an appropriate 
source and may be furnished as a 
telehealth service. (See the CMS 
Internet-Only Medicare Claims 
Processing Manual, Chapter 12, Section 
30.6.10 for more information on 
Medicare policy regarding payment for 
consultation services.) 

In support of the request to approve 
critical care services (as described by 
HCPCS codes 99291 through 99292), 
UPMC provided comparative analyses 
involving the use of an interactive audio 
and video telecommunications system 
as a substitute for an in-person (face-to- 
face) clinical assessment. However, the 
focus of these studies was limited to 
stroke patients (critical care services 
include a broad range of disease 
categories). Additionally, one study 
recruited clinically stable patients. This 
study noted that ‘‘because of the 
subacute nature of our test bed, the 
current data must be considered 
preliminary in determining their 
potential impact on actual clinical 
decision making.’’ The same study also 
noted that although the use of telehealth 
‘‘may expedite stroke-related decision 
making, it cannot and should not be 
thought of as a substitute for the 
comprehensive clinical evaluation of 
the acute stroke patient, including 
thorough medical and cardiac 
evaluations.’’ In another study 
submitted, the patients selected were 
not randomized. 

Comment: A few commenters 
supported our proposal not to add 
critical care services to the list of 
Medicare approved telehealth services. 
The commenters believe that, within the 
current standards of practice, critical 
care services require the physical 
presence of the physician rendering the 
critical care services. 

We received approximately 20 
comments expressing opposition to our 
proposal not to add critical care services 
to the list of Medicare approved 
telehealth services which distinguished 
between their use of telehealth for 
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critical care services and the use of 
telehealth for remote stroke 
assessments, as described in the original 
request. Many of the commenters 
characterized our proposal as a ‘‘non- 
coverage determination’’ of remote 
critical care services and described an 
intensive care unit (ICU) model that 
integrates continuous surveillance of the 
ICU with an electronic medical records 
interface. This model is also 
programmed to automatically prompt 
the physician to rapidly respond and 
intervene in the event of certain changes 
in a patient’s physiological status. Many 
of these commenters included 
documentation and references to studies 
that the adoption of this model reduced 
medical errors; enhanced patient safety; 
reduced complications; decreased 
overall length of stay in the ICU; and 
resulted in a statistically significant 
decrease in ICU mortality in comparison 
to the traditional ICU model. The 
commenters also noted that patient 
outcomes have been equivalent if not 
superior to patient outcomes prior to 
adopting this model of care. 

The American Medical Association 
(AMA) recently developed Category III 
tracking codes for remote critical care 
services (0188T–0189T). Two specialty 
societies commented that they are 
working with other critical care 
organizations to collect and analyze data 
on remote critical care services, as 
requested by the CPT editorial panel. 

Response: In the CY 2009 PFS 
proposed rule, we explained that we 
have no evidence suggesting that the use 
of telehealth could be a reasonable 
surrogate for the face-to-face delivery of 
critical care services, as defined by 
HCPCS codes 99291 and 99292. We 
agree with the comments that, within 
the current standards of practice, critical 
care services require the physical 
presence of the physician rendering the 
critical care services. 

Our proposal not to add critical care 
services to the list of approved 
telehealth services for Medicare was in 
no way a ‘‘non-coverage determination’’ 
for remote critical care services 
described by the AMA’s Category III 
tracking codes, 0188T–0189T. 
Consistent with the AMA’s creation of 
those tracking codes, we believe that 
remote critical care services are different 
from the telehealth delivery of critical 
care services (as defined by CPT codes 
99291 through 99292). Category III CPT 
codes track utilization of a service, 
facilitating data collection on, and 
assessment of new services and 
procedures. We believe that the data 
collected for these tracking codes will 
help provide useful information on how 
to best categorize and value remote 

critical care services in the future. 
However, at the present time, we do not 
have sufficient evidence that the 
provision of critical care services (as 
represented by HCPCS codes 99291 and 
99292) via telehealth is an adequate 
substitute for an in person (face-to-face) 
encounter. 

c. Subsequent Hospital Care 
Prior to 2006, follow-up inpatient 

consultations (as described by CPT 
codes 99261 through 99263) were 
approved for telehealth. CPT 2006 
deleted the follow-up inpatient 
consultation codes and advised 
practitioners instead to bill for these 
services using the codes for subsequent 
hospital care (as described by CPT codes 
99231 through 99233). For CY 2006, we 
removed the deleted codes for follow-up 
inpatient consultations from the list of 
approved telehealth services. 

In the CY 2008 PFS proposed rule (72 
FR 38144) and subsequent final rule 
with comment period (72 FR 66250), we 
discussed a request we received from 
the ATA to add subsequent hospital 
care to the list of approved telehealth 
services. Because there is currently no 
method for practitioners to bill for 
follow-up inpatient consultations 
delivered via telehealth, the ATA 
requested that we approve use of the 
subsequent hospital care codes to bill 
follow-up inpatient consultations 
furnished via telehealth, as well as to 
bill for subsequent hospital care services 
furnished via telehealth that are related 
to the ongoing E/M of the hospital 
inpatient (72 FR 66250). Since the 
subsequent hospital care codes describe 
a broader range of services than follow- 
up inpatient consultation, including 
some services that may not be 
appropriate for addition to the list of 
telehealth services, we did not add 
subsequent hospital care to the list of 
approved telehealth services. Instead, 
we committed to continue to evaluate 
whether, and if so, by what mechanism 
subsequent hospital care could be 
approved for telehealth when used for 
follow-up inpatient consultations (72 FR 
66249). 

In the CY 2009 PFS proposed rule, we 
proposed to create a new series of 
HCPCS codes for follow-up inpatient 
telehealth consultations. Practitioners 
would use these codes to submit claims 
to their Medicare contractors for 
payment of follow-up inpatient 
consultations provided via telehealth. 
We proposed that the new HCPCS codes 
would be limited to the range of services 
included in the scope of the previous 
CPT codes for follow-up inpatient 
consultations, and the descriptions 
would be modified to limit the use of 

such services for telehealth. The HCPCS 
codes would clearly designate these 
services as follow-up inpatient 
consultations provided via telehealth, 
and not subsequent hospital care used 
for inpatient visits. Utilization of these 
codes would allow for payment for 
these services, as well as enable us to 
monitor whether the codes are used 
appropriately. We also proposed to 
establish the RVUs for these services at 
the same level as the RVUs established 
for subsequent hospital care (as 
described by CPT codes 99231 through 
99233). We believe this is appropriate 
because a physician or practitioner 
furnishing a telehealth service is paid an 
amount equal to the amount that would 
have been paid if the service had been 
furnished without the use of a 
telecommunication system. Since 
physicians and practitioners furnishing 
follow-up inpatient consultations in a 
face-to-face encounter must continue to 
utilize subsequent hospital care codes 
(as described by CPT codes 99231 
through 99233), we believe it is 
appropriate to set the RVUs for the new 
telehealth G codes at the same level as 
for the subsequent hospital care codes. 

Comment: Several commenters 
enthusiastically supported our proposal 
to create a new series of HCPCS codes 
for follow-up inpatient telehealth 
consultations. Some commenters were 
concerned that our proposed definition 
of the new HCPCS codes did not clearly 
distinguish these consultations from 
subsequent hospital care, and they 
believed it would not preclude the use 
of telehealth for the ongoing E/M of an 
inpatient. Other commenters supported 
our effort to reinstitute follow-up 
inpatient consultations delivered via 
telehealth, but discouraged us from 
creating new HCPCS codes for the long- 
term. A few commenters recommended 
that instead we approve subsequent 
hospital care for telehealth. The AMA 
and others urged us to implement the 
proposed G codes as an interim 
measure, while working expeditiously 
with the CPT Editorial Panel and the 
RUC to develop appropriate codes and 
RVUs for the long-term. 

Response: We are pleased that the 
majority of commenters supported our 
proposal to create a new series of 
HCPCS codes for follow-up inpatient 
telehealth consultations. As discussed 
in the CY 2009 PFS proposed rule, we 
considered other approaches to provide 
and bill for follow-up inpatient 
consultations delivered via telehealth. 
In response to the comments requesting 
that we approve subsequent hospital 
care for telehealth only when the codes 
are used for follow-up inpatient 
consultations, we were concerned that 
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the other approaches under 
consideration would lead to a misuse of 
the service, and practitioners would 
provide a broader range of services via 
telehealth than was formerly approved, 
including the ongoing, day-to-day E/M 
of a hospital inpatient. We were also 
concerned that it could be difficult to 
implement sufficient controls and 
monitoring to ensure that whatever 
mechanism we created would be limited 
to the delivery of services that were 
formerly described as follow-up 
inpatient consultations. We continue to 
believe that creating HCPCS codes 
specific to the telehealth delivery of 
follow-up inpatient consultations allows 
us to provide payment for these 
services, as well as enables us to best 
monitor whether the codes are used 
appropriately. 

As noted previously, CPT deleted the 
follow-up inpatient consultation codes. 
We determined that there was a need to 
establish a method by which 
practitioners could provide and bill 
Medicare for follow-up inpatient 
consultations delivered via telehealth, 
without allowing the ongoing E/M of a 
hospital inpatient via telehealth. 
Physicians and NPPs furnishing follow- 
up inpatient consultations in a face-to- 
face encounter must continue to utilize 
subsequent hospital care codes (as 
described by CPT codes 99231 through 
99233). 

In response to commenters concerns 
that the new HCPCS codes will not 
prevent the use of telehealth for the 
ongoing E/M of an inpatient, we have 
modified the definition of follow-up 
inpatient telehealth consultations. We 
clarified that the criteria for these 
services will be subject to and 
consistent with Medicare policy for 
consultation services, including criteria 
that would distinguish a follow-up 
consultation from a subsequent E/M 
visit. 

Result of Evaluation of 2009 Requests 
We will finalize our proposal not to 

add DSMT (as defined by HCPCS codes 
G0108 and G0109) and not to add 
critical care services (as defined by 
HCPCS codes 99291 and 99292) to the 
list of Medicare telehealth services. 

We will finalize our proposal to add 
follow-up inpatient telehealth 
consultation, as represented by HCPCS 
codes G0406 through G0408, to the list 
of Medicare telehealth services. We will 
also finalize our proposal to add follow- 
up inpatient telehealth consultations to 
the list of Medicare services at § 410.78 
and § 414.65. 

Practitioners would use the new 
HCPCS codes to submit claims to their 
Medicare contractors for payment of 

follow-up inpatient consultations 
provided via telehealth. These new 
HCPCS codes are limited to the range of 
services included in the scope of the 
previous CPT codes for follow-up 
inpatient consultations, and the 
descriptions limit the use of such 
services for telehealth. The HCPCS 
codes clearly designate these services as 
follow-up inpatient consultations 
provided via telehealth, and not 
subsequent hospital care used for 
inpatient visits. Utilization of these 
codes will allow for payment for these 
services, as well as enable us to monitor 
whether the codes are used 
appropriately. 

We also will finalize our proposal to 
establish the RVUs for these services at 
the same level as the RVUs established 
for subsequent hospital care (as 
described by CPT codes 99231 through 
99233). Physicians and NPPs furnishing 
follow-up inpatient consultations in a 
face-to-face encounter must continue to 
utilize subsequent hospital care codes 
(as described by CPT codes 99231 
through 99233). 

We are finalizing our proposal to 
create HCPCS codes specific to the 
telehealth delivery of follow-up 
inpatient consultations solely to re- 
establish the ability for practitioners to 
provide and bill for follow-up inpatient 
consultations delivered via telehealth. 
These codes are intended for use by 
practitioners serving beneficiaries 
located at qualifying originating sites (as 
defined in § 410.78) requiring the 
consultative input of physicians who 
are not available for an in person (face- 
to-face) encounter. These codes are not 
intended to include the ongoing E/M of 
a hospital inpatient. 

Claims for follow-up inpatient 
telehealth consultations will be 
submitted to the Medicare contractors 
that process claims for the area where 
the physician or practitioner who 
furnishes the service is located. 
Physicians/practitioners must submit 
the appropriate HCPCS procedure code 
for follow-up inpatient telehealth 
consultations along with the ‘‘GT’’ 
modifier (‘‘via interactive audio and 
video telecommunications system’’). By 
coding and billing the ‘‘GT’’ modifier 
with the inpatient follow-up inpatient 
telehealth consultation codes, the 
distant site physician/practitioner 
certifies that the beneficiary was present 
at an eligible originating site when the 
telehealth service was furnished. (See 
the CMS Internet-Only Medicare Claims 
Processing Manual, Pub. 100–04, 
Chapter 12, § 190.6.1 for instructions for 
submission of interactive telehealth 
claims.) 

In the case of Federal telemedicine 
demonstration programs conducted in 
Alaska or Hawaii, store-and-forward 
technologies may be used as a substitute 
for an interactive telecommunications 
system. Covered store-and-forward 
telehealth services are billed with the 
‘‘GQ’’ modifier, ‘‘via asynchronous 
telecommunications system.’’ By using 
the ‘‘GQ’’ modifier, the distant site 
physician/practitioner certifies that the 
asynchronous medical file was collected 
and transmitted to him or her at the 
distant site from a Federal telemedicine 
demonstration project conducted in 
Alaska or Hawaii. (See the CMS 
Internet-Only Medicare Claims 
Processing Manual, Pub. 100–04, 
Chapter 12, § 190.6.2 for instructions for 
submission of telehealth store and 
forward claims.) 

Follow-Up Inpatient Telehealth 
Consultations Defined 

Follow-up inpatient telehealth 
consultations are consultative visits 
furnished via telehealth to follow up on 
an initial consultation, or subsequent 
consultative visits requested by the 
attending physician. The initial 
inpatient consultation may have been 
provided in person or via telehealth. 
The conditions of payment for follow- 
up inpatient telehealth consultations, 
including qualifying originating sites 
and the types of telecommunications 
systems recognized by Medicare, are 
subject to the provisions of § 410.78. 
Payment for these services is subject to 
the provisions of § 414.65. 

Follow-up inpatient telehealth 
consultations include monitoring 
progress, recommending management 
modifications, or advising on a new 
plan of care in response to changes in 
the patient’s status or no changes on the 
consulted health issue. Counseling and 
coordination of care with other 
providers or agencies is included as 
well, consistent with the nature of the 
problem(s) and the patient’s needs. The 
physician or practitioner who furnishes 
the inpatient follow-up consultation via 
telehealth cannot be the physician of 
record or the attending physician, and 
the follow-up inpatient consultation 
would be distinct from the follow-up 
care provided by a physician of record 
or the attending physician. If a 
physician consultant has initiated 
treatment at an initial consultation and 
participates thereafter in the patient’s 
ongoing care management, such care 
would not be included in the definition 
of a follow-up inpatient consultation 
and is not appropriate for delivery via 
telehealth. Follow-up inpatient 
telehealth consultations are subject to 
the criteria for consultation services, as 
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described in the CMS Internet-Only 
Medicare Claims Processing Manual, 
Pub 100–04, Chapter 12, § 30.6.10. 

Payment for follow-up inpatient 
telehealth consultations includes all 
consultation related services furnished 
before, during, and after communicating 
with the patient via telehealth. Pre- 
service activities would include, but 
would not be limited to, reviewing 
patient data (for example, diagnostic 
and imaging studies, interim lab work) 
and communicating with other 
professionals or family members. Intra- 
service activities must include at least 
two of the three key elements described 
below for each procedure code. Post- 
service activities would include, but 
would not be limited to, completing 
medical records or other documentation 
and communicating results of the 
consultation and further care plans to 
other health care professionals. No 
additional E/M service could be billed 
for work related to a follow-up inpatient 
telehealth consultation. 

Follow-up inpatient telehealth 
consultations could be provided at 
various levels of complexity. To reflect 
this, we are establishing three codes. 

Practitioners taking a problem focused 
interval history, conducting a problem 
focused examination, and engaging in 
medical decision making that is 
straightforward or of low complexity, 
would bill a limited service, using 
HCPCS code G0406. At this level of 
service, practitioners would typically 
spend 15 minutes communicating with 
the patient via telehealth. 

Practitioners taking an expanded 
focused interval history, conducting an 
expanded problem focused 
examination, and engaging in medical 
decision making that is of moderate 
complexity, would bill an intermediate 
service using HCPCS code G0407. At 
this level of service, practitioners would 
typically spend 25 minutes 
communicating with the patient via 
telehealth. 

Practitioners taking a detailed interval 
history, conducting a detailed 
examination, and engaging in medical 
decision making that is of high 
complexity, would bill a complex 
service, using HCPCS code G0408. At 
this level of service, practitioners would 
typically spend 35 minutes or more 
communicating with the patient via 
telehealth. 

We are establishing the following 
HCPCS codes to describe follow-up 
inpatient consultations approved for 
telehealth: 

• G0406, Follow-up inpatient 
telehealth consultation, limited, 
typically 15 minutes communicating 
with the patient via telehealth. 

• G0407, Follow-up inpatient 
telehealth consultation, intermediate, 
typically 25 minutes communicating 
with the patient via telehealth. 

• G0408, Follow-up inpatient 
telehealth consultation, complex, 
typically 35 minutes or more 
communicating with the patient via 
telehealth. 

3. Other Issues 
Comment: In 2005, CMS received a 

request to add the following procedure 
codes to the list of approved telehealth 
services: initial nursing facility care (as 
described by HCPCS codes 99304 
through 99306); subsequent nursing 
facility care (HCPCS codes 99307 
through 99310); nursing facility 
discharge services (HCPCS codes 99315 
and 99316); and other nursing facility 
services (as described by HCPCS code 
99318). In the CY 2007 PFS final rule 
with comment period, we did not add 
these nursing facility care services to the 
list of approved telehealth services 
because these procedure codes did not 
describe services that were appropriate 
to the originating sites eligible in CY 
2007. At that time, SNFs were not 
defined in the statute as originating 
sites. (See 71 FR 69657.) 

Section 149 of the MIPPA recognizes 
SNFs as telehealth originating sites, 
effective for services furnished on or 
after January 1, 2009. In light of this 
provision, the American Telemedicine 
Association (ATA) urged us to add 
nursing facility care codes to the list of 
telehealth services for CY 2009, as 
requested in 2005. 

Response: Section 149 of the MIPPA 
did not add any services to the 
approved telehealth list. Currently, 
telehealth may substitute for a face-to- 
face, ‘‘hands on’’ encounter for 
professional consultations, office visits, 
office psychiatry services, and a limited 
number of other PFS services that we 
have determined to be appropriate for 
telehealth. We will continue to review 
requests for additions to this list using 
our existing criteria. 

Telehealth is a delivery mechanism 
for otherwise payable Part B services. 
Although the requested nursing facility 
services are not on the approved 
telehealth list, we will pay eligible 
distant site physicians or practitioners 
for eligible Medicare telehealth services 
if the service is separately payable 
under the PFS when furnished in a face- 
to-face encounter at a SNF effective 
January 1, 2009. 

Since we believed it was not relevant 
to add these codes when SNFs were not 
eligible originating sites, we did not 
include a full review of these codes in 
the CY 2007 PFS proposed rule or final 

rule with comment period. We also note 
that in considering nursing facility care 
for telehealth, we would need to 
carefully evaluate the use of telehealth 
for the personal visits that are currently 
required under § 483.40, (which are 
billed using procedure codes included 
in this request). Overall, we believe that 
it would be more appropriate to 
consider the addition of nursing facility 
care services for telehealth through full 
notice and comment procedures. 

In the CY 2010 PFS proposed rule, we 
will address the request to add nursing 
facility care services to the list of 
approved telehealth services, as 
received in 2005. In light of the previous 
request to add these services and the 
new legislation adding SNFs as 
permissible telehealth originating sites, 
we will accept additional information in 
support of this request for consideration 
in the CY 2010 proposed rule if received 
prior to December 31, 2008. 

Comment: We received a request to 
add health and behavior assessment and 
intervention codes (as described by 
HCPCS codes 96150 through 96154) to 
the list of approved telehealth services. 

Response: Requests submitted before 
the end of CY 2008 will be considered 
for the CY 2010 proposed rule. 
Requestors should be advised that each 
request to add a service to the list of 
Medicare telehealth services must 
include any supporting documentation 
the requestor wishes us to consider as 
we review the request. For more 
information on submitting a request for 
an addition to the list of Medicare 
telehealth services, including where to 
directly mail these requests, visit our 
Web site at http://www.cms.hhs.gov/ 
telehealth/. 

E. Specific Coding Issues Related to the 
Physician Fee Schedule 

1. Payment for Preadministration- 
Related Services for Intravenous 
Infusion of Immune Globulin 

In the CY 2009 PFS proposed rule (73 
FR 38518), we proposed to discontinue 
payment for HCPCS code G0332, 
Services for intravenous infusion of 
immunoglobulin prior to administration 
(this service is to be billed in 
conjunction with administration of 
immunoglobulin), for services furnished 
after December 31, 2008. 

Immune globulin is a complicated 
biological product that is purified from 
human plasma obtained from human 
plasma donors. In past years, there have 
been issues reported with the supply of 
intravenous immune globulin (IVIG) 
due to numerous factors including 
decreased manufacturing capacity, 
increased usage, more sophisticated 
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processing steps, and low demand for 
byproducts from IVIG fractionation. 

When IVIG is furnished to a patient in 
a physician’s office, three different 
payments are usually recognized: 
payment for the IVIG product itself 
(described by a HCPCS J code); payment 
for the administration of the IVIG 
product (described by one or more CPT 
codes); and similar payment for the 
preadministration-related services 
(HCPCS code G0332). The Medicare 
payment rates for IVIG products are 
established through the Part B average 
sales price (ASP) drug payment 
methodology. 

As explained in detail in the CY 2006, 
CY 2007 and CY 2008 PFS final rules 
with comment period (70 FR 70218 to 
70221, 71 FR 69678 to 69679, and 72 FR 
66254 to 66255, respectively), we 
created, in 2006, a temporary code in 
order to pay separately for the IVIG 
preadministration-related services in 
order to assist in ensuring appropriate 
access to IVIG during a period of market 
instability. Part of this instability was 
due to the implementation of the new 
ASP payment methodology for IVIG 
drugs which began in 2005. The 
payment for preadministration-related 
services was continued in 2007 and 
2008 because of continued reported 
instability in the IVIG marketplace. The 
preadministration-related payment was 
designed to pay the physician practice 
for the added costs of obtaining 
adequate supplies of the appropriate 
IVIG product and scheduling the patient 
infusion during a period of market 
uncertainty. 

The PFS rates for the pre- 
administration service codes were $72, 
$75, and $75 respectively in 2006, 2007, 
and 2008. 

In the CY 2009 PFS proposed rule, we 
noted that the Office of the Inspector 
General’s (OIG) study on the availability 
and pricing of IVIG published in a April 
2007 report entitled, ‘‘Intravenous 
Immune Globulin: Medicare Payment 
and Availability (OEI–03–05–00404),’’ 
found that for the third quarter of CY 
2006, just over half of IVIG sales to 
hospitals and physicians were at prices 
below Medicare payment amounts. 
Relative to the previous three quarters, 
this represented a substantial increase of 
the percentage of sales with prices 
below Medicare amounts. During the 
third quarter of 2006, 56 percent of IVIG 
sales to hospitals and over 59 percent of 
IVIG sales to physicians by the largest 
3 distributors occurred at prices below 
the Medicare payment amounts. We 
reviewed national claims data for IVIG 
drug utilization as well as utilization of 
the preadministration-related services 
HCPCS code. The data show modest 

increases in the utilization of IVIG drugs 
and the preadministration-related 
services code, which suggest that IVIG 
pricing and access may be improving. 

In the CY 2009 PFS proposed rule, we 
noted that these factors, taken as a 
whole, suggested a lessening of the 
instability of the IVIG market. As a 
result of these developments, we 
proposed to discontinue the 
preadministration-related service 
payment in 2009 for HCPCS code 
G0332. For CY 2009, under the 
Outpatient Prospective Payment System 
(OPPS), a proposal was made to package 
payment for HCPCS code G0332 (73 FR 
41457). 

The following is a summary of the 
comments received and our responses. 

Comment: We received several 
comments from beneficiaries, patient 
advocate groups, manufacturers, and 
physicians. Most commenters opposed 
the elimination of the 
preadministration-related services 
payment. A few commenters requested 
that the preadministration-related 
services payment become permanent for 
both the PFS and the OPPS. Some 
commenters stated that the market 
conditions for IVIG are not 
fundamentally different than they were 
when CMS initially instituted the 
preadministration-related services 
payment in CY 2006. The commenters 
requested that CMS continue the 
separate payment until there is more 
stability in the IVIG market. Several 
commenters stated that the information 
CMS presented in the CY 2009 PFS 
proposed rule did not conclusively 
prove that the IVIG market was 
stabilizing. The commenters stated that 
significant access problems remain. 

In response to the findings of the OIG 
report, some commenters stated that the 
lag inherent in the ASP pricing system 
may have played a role in substantially 
increasing the percentage of IVIG sales 
at prices below the Medicare payment 
amounts in the third quarter of 2006. 
The preadministration-related service 
fee was cited as providing some 
assistance to physicians and hospitals 
that are experiencing problems 
obtaining IVIG. Several commenters 
noted that the OIG report could be 
interpreted as leaving a large percent of 
hospitals and physicians unable to 
acquire IVIG at prices below Medicare’s 
payment amounts. Many commenters 
stated that they do not believe the 
introduction of new brand-specific 
reporting codes for IVIG will result in a 
more stable marketplace. 

One commenter presented patient 
surveys conducted in CYs 2006, 2007 
and 2008 which described access 
limitations and shifts in the site of 

service. These surveys were limited in 
size and surveyed only patients 
receiving IVIG for primary immune 
deficiency. Another commenter referred 
to a report on IVIG issued in February 
2007 titled, ‘‘Analysis of Supply, 
Distribution, Demand and Access Issues 
Associated with Immune Globulin 
Intravenous’’ prepared by the Eastern 
Research Group under contract 
(Contract No. HHSP23320045012XI) to 
the Assistant Secretary of Planning and 
Evaluation in the U.S. Department of 
Health and Human Services and cited 
this report as an important source of 
information on IVIG usage and patient 
access. 

Response: The separate payment for 
IVIG preadministration-related service 
was designed to compensate the 
physician practice for the additional, 
unusual, and temporary costs associated 
with obtaining IVIG products and 
scheduling patient infusions during a 
temporary period of market instability. 
This payment was never intended to 
subsidize payment for drugs made 
under the ASP system. 

In the CY 2009 PFS proposed rule, we 
referred to data from the OIG study that 
indicated that for the third quarter of 
2006, just over half of IVIG sales to 
hospitals and physicians were at prices 
below Medicare payment amounts. 
Relative to the previous three quarters, 
this represented a substantial increase of 
the percentage of sales with prices 
below Medicare amounts. We agree with 
the commenters that it is likely that 
increased ASP payments were the result 
of previous price increases from past 
quarters influencing future ASP data. 
Furthermore, the new HCPCS codes for 
IVIG products allow the physician to 
report and receive payment for the 
specific product furnished to the 
patient. We stated clearly in the CY 
2006 PFS final rule with comment 
period that the preadministration- 
related services payment policy was a 
temporary measure to pay physicians 
for the unusual and temporary costs 
associated with procuring IVIG. We 
expected that these costs would decline 
over time as practices became more 
familiar with the nuances of the IVIG 
market and the availability of the 
limited primary and secondary 
suppliers in their areas. 

We did not reference the report 
conducted by the Eastern Research 
Group (Contract No. 
HHSP23320045012XI) in the proposed 
rule. As the commenter noted, this 
report provides important 
comprehensive background on the IVIG 
marketplace. For example, it provides 
an analysis of IVIG supply and 
distribution, and an analysis of the 
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demand for and utilization of IVIG 
products. This report describes how 
IVIG is administered and paid and 
includes information from the industry 
and others on physician and patient 
problems with access to IVIG. The study 
is a collection of multi-source 
information that provides an 
understanding of the IVIG marketplace. 
One limitation of the study is it depicts 
the market only up through the first 
quarter of 2006 and it does not have 
detailed information on IVIG pricing as 
the OIG report did. The OIG report also 
contains data from a later time period 
because it includes data through the 
third quarter of 2006. 

We note, based on the information 
that follows, that the IVIG market today 
appears more stable than it was in CY 
2006. We have reviewed national claims 
data for IVIG drug utilization, as well as 
the utilization of the preadministration- 
related services HCPCS code. These data 
show a modest increase in the 
utilization of IVIG and the 
preadministration-related services code 
in both physicians’ offices and hospital 
outpatient departments from CY 2006 to 
CY 2007, after a period of decreased 
IVIG utilization in physicians’ offices 
with a shift of IVIG infusions to the 
hospital outpatient department in the 
previous year, which suggests that IVIG 
pricing and access may be improving. 

National Medicare claims history data 
show that there were about 3.1 million 
units of IVIG administered in 
physicians’ offices in CY 2006, and 7.3 
million units in hospital outpatient 
departments. In CY 2007, those numbers 
rose to estimates of 3.3 million units 
and 8.1 million units in the office and 
hospital outpatient department settings, 
respectively. Under the OPPS, the total 
number of days of IVIG administration 
increased modestly from CY 2006 to CY 
2007, from 113,000 to 119,000. 
Aggregate allowed IVIG charges in the 
physician’s office setting for CY 2006 
were $82 million, while total payments 
(including beneficiary copayments) 
under the OPPS were $184 million for 
the same time period. In CY 2007, 
aggregate allowed charges in the 

physician’s office setting are estimated 
at $8 million, while total OPPS 
payments are estimated at $246 million. 

In summary, beginning in CY 2007, 
IVIG utilization increased modestly in 
both the physician’s office setting and 
the hospital outpatient department, after 
a prior shift to the hospital and away 
from the physicians’ offices, presumably 
reflecting increasing availability of IVIG 
and appropriate payment for the drug in 
both settings. 

According to information on the 
Plasma Protein Therapeutics 
Association (PPTA) Web site regarding 
the supply of IVIG, in the past year, 
while the supply has spiked at various 
times throughout the year, the supply 
has remained above or near the 12- 
month moving average. While we 
acknowledge that the supply is only one 
of several factors that influence the 
market, we believe that an adequate 
supply is one significant factor that 
contributes to better access to IVIG for 
patients. 

Therefore, because we believe that the 
reported transient market conditions 
that led us to adopt the separate 
payment for IVIG preadministration- 
related services have improved, we 
believe that continuation of the separate 
payment for preadministration services 
beyond CY 2008 is not warranted. 

After consideration of the public 
comments received, we are finalizing 
our CY 2009 proposal, without 
modification, to discontinue separate 
payment under the PFS for IVIG 
preadministration-related services 
described by HCPCS code G0332. The 
treatment of payment for 
preadministration-related services 
under the OPPS will be addressed 
separately in that final rule. We will 
continue to work with IVIG stakeholders 
to understand their concerns regarding 
the pricing of IVIG and Medicare 
beneficiary access to this important 
therapy. 

2. Multiple Procedure Payment 
Reduction for Diagnostic Imaging 

In general, we price diagnostic 
imaging procedures in the following 
three ways: 

• The PC represents the physician’s 
interpretation (PC-only services are 
billed with the 26 modifier). 

• The TC represents PE and includes 
clinical staff, supplies, and equipment 
(TC-only services are billed with the TC 
modifier). 

• The global service represents both 
PC and TC. 

Effective January 1, 2006, we 
implemented a multiple procedure 
payment reduction (MPPR) on certain 
diagnostic imaging procedures (71 FR 
48982 through 49252 and 71 FR 69624 
through 70251). When two or more 
procedures within one of 11 imaging 
code families are furnished on the same 
patient in a single session, the TC of the 
highest priced procedure is paid at 100 
percent and the TC of each subsequent 
procedure is paid at 75 percent (a 25- 
percent reduction). The reduction does 
not apply to the PC. 

It is necessary to periodically update 
the list of codes subject to the MPPR to 
reflect new and deleted codes. In the CY 
2009 PFS proposed rule, we proposed to 
subject several additional procedures to 
the MPPR (73 FR 38519). Six procedures 
represent codes newly created since the 
MPPR list was established. Four 
additional procedures have been 
identified as similar to procedures 
currently subject to the MPPR. We also 
proposed to remove CPT code 76778, a 
deleted code, from the list. Table 6 
contains the proposed additions to the 
list. After we adopted the MPPR, section 
5102 of the Deficit Reduction Act of 
2005 (Pub. L. 109–171) (DRA) exempted 
the expenditure reductions resulting 
from this policy from the statutory BN 
requirement. Therefore, we proposed 
that expenditure reductions resulting 
from these changes be exempt from BN. 
(See the Regulatory Impact Analysis in 
section XVI. of this final rule with 
comment period for a discussion of BN.) 
The complete list of procedures subject 
to the MPPR is in Addendum F of this 
final rule with comment period. 

TABLE 6—PROCEDURES PROPOSED FOR MULTIPLE PROCEDURE PAYMENT REDUCTION 

CPT code Short descriptor Code family 

70336 ............................. mri, temporomandibular joint(s) .................. Family 5 MRI and MRA (Head/Brain/Neck). 
70554 ............................. Fmri brain by tech ....................................... Family 5 MRI and MRA (Head/Brain/Neck). 
75557 ............................. Cardiac mri for morph ................................. Family 4 MRI and MRA (Chest/Abd/Pelvis). 
75559 ............................. Cardiac mri w/stress img ............................ Family 4 MRI and MRA (Chest/Abd/Pelvis). 
75561 ............................. Cardiac mri for morph w/dye ...................... Family 4 MRI and MRA (Chest/Abd/Pelvis). 
75563 ............................. Cardiac mri w/stress img & dye .................. Family 4 MRI and MRA (Chest/Abd/Pelvis). 
76776 ............................. Us exam k transpl w/doppler ...................... Family 1 Ultrasound (Chest/Abdomen/Pelvis—Non-Obstetrical). 
76870 ............................. Us exam, scrotum ....................................... Family 1 Ultrasound (Chest/Abdomen/Pelvis—Non-Obstetrical). 
77058 ............................. Mri, one breast ............................................ Family 4 MRI and MRA (Chest/Abd/Pelvis). 
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TABLE 6—PROCEDURES PROPOSED FOR MULTIPLE PROCEDURE PAYMENT REDUCTION—Continued 

CPT code Short descriptor Code family 

77059 ............................. Mri, broth breasts ........................................ Family 4 MRI and MRA (Chest/Abd/Pelvis). 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Some commenters 
indicated that the MPPR should not be 
extended to additional procedures 
without providing data supporting the 
appropriateness of a 25-percent 
payment reduction for the additional 
procedures. A commenter expressed 
concern that the MPPR was being 
extended to include breast MRIs, but the 
commenter provided no other 
information. 

Response: As stated in the CY 2006 
PFS final rule with comment period (70 
FR 70261), when multiple images are 
taken in a single session, most of the 
clinical labor activities and supplies are 
not duplicated for subsequent 
procedures. Specifically, the following 
activities are not duplicated for 
subsequent procedures: 

• Greeting the patient. 
• Positioning and escorting the 

patient. 
• Providing education and obtaining 

consent. 
• Retrieving prior exams. 
• Setting up the IV. 
• Preparing and cleaning the room. 
In addition, we considered that 

supplies, with the exception of film, are 
not duplicated for subsequent 
procedures. 

To determine the appropriate level of 
the payment reduction for multiple 
procedures, we examined multiple pairs 
of procedure codes from the families 
representing all modalities (that is, 
ultrasound, CT/CTA, and MRI/MRA 
studies) that were frequently performed 
on a single day based on historical 
claims data. Using PE input data 
provided by the RUC, we factored out 
the clinical staff minutes for the 
activities we indicated are not 
duplicated for subsequent procedures, 
and the supplies, other than film, which 
we considered are not duplicated for 
subsequent procedures. We did not 
assume any reduction in procedure 
(scanning) time or equipment for 
subsequent procedures. However, 
equipment time and indirect costs are 
allocated based on clinical labor time; 
therefore, these inputs were reduced 
accordingly. Removing the PE inputs for 
activities that are not duplicated, and 
adjusting the equipment time and 
indirect costs for the individual pairs of 
procedures studied, supported payment 

reductions ranging from 40 to 59 
percent for the subsequent services. 
Because we found a relatively narrow 
range of percentage payment reductions 
across modalities and families, and 
taking into consideration that we did 
not eliminate any duplicative image 
acquisition time for subsequent 
procedures in our analysis, we 
originally proposed an across-the-board 
MPPR for all 11 families of 50 percent 
(which is approximately the midpoint of 
the range established through our 
analysis). We believe this level of 
reduction was both justified and 
conservative (70 FR 45849). To allow for 
a transition of the changes in payments 
for these services attributable to this 
policy, we implemented a 25 percent 
payment reduction for all code families 
in CY 2006 which was scheduled to 
increase to a 50 percent reduction in CY 
2007. 

Subsequent to the publication of the 
CY 2006 PFS final rule with comment 
period, section 5102 (b) of the DRA 
capped the PFS payment for most 
imaging services at the amount paid 
under the hospital outpatient 
prospective payment system (OPPS). In 
addition, in response to our request for 
data on the appropriateness of the 50 
percent reduction in the CY 2006 PFS 
final rule with comment period, the 
American College of Radiology (ACR) 
provided information for 25 code 
combinations supporting a reduction of 
between 21 and 44 percent. Given the 
expected interaction between the MPPR 
policy and the further imaging payment 
reductions mandated by section 5102(b) 
of the DRA, along with the information 
we received from the ACR on the MPPR 
as it applies to common combinations of 
imaging services, we decided it was 
prudent to maintain the MPPR at its 
current 25 percent level while we 
continue to examine the appropriate 
payment levels. Therefore, we have 
maintained the MPPR at the 25 percent 
level. 

In establishing the MPPR, we elected 
to use a single reduction percentage for 
all code pairs. We adopted a percentage 
reduction that is considerably lower 
than the range supported by our prior 
analysis, and slightly higher than the 
lowest percentage supported by ACR’s 
analysis. We do not believe it is 
necessary to conduct another analysis 
for the additional codes because we 

adopted a conservative reduction 
percentage and are continuing use of a 
single reduction percentage for all code 
pairs. We believe the payment reduction 
policy, described above, represents an 
appropriate reduction for the typical 
delivery of multiple imaging services 
furnished in the same session. 

Furthermore, in establishing the 
MPPR, we limited it to codes in the 
same family, that is, contiguous areas of 
the body that are commonly furnished 
on the same patient, in the same 
session, on the same day. We believe 
that the eight CPT codes that were 
newly created for 2007 or 2008, and 
proposed for inclusion in the MPPR 
beginning in CY 2009 (CPT codes 
70554, 75557, 75559, 75561, 75563, 
76776, 77058, and 77059), would have 
been included on the MPPR list when 
it was finalized in CY 2006, had they 
existed at the time. These CPT codes are 
similar to CPT codes that were selected 
for the list in CY 2006 and can be 
classified into the 11 contiguous body 
area families already in existence. For 
example, the procedure described by 
CPT code 76776 (Ultrasound, 
transplanted kidney, real time and 
duplex Doppler with image 
documentation) is similar to the 
procedure described by CPT code 76705 
(Ultrasound, abdominal, real time with 
image documentation; limited (for 
example, single organ, quadrant, follow- 
up), which has been subject to the 
MPPR since the creation of the policy in 
CY 2006. Similarly, we believe we 
should add CPT codes 70336 and 76870, 
which were in existence in CY 2006, to 
the list because they also share 
characteristics with other procedures 
subject to the MPPR. 

In response to the commenter 
expressing concern that we were adding 
the breast MRI CPT codes 77058 and 
77059 in particular, we are not certain 
of the reason for his or her concern 
because none was stated. However, we 
continue to believe it is appropriate to 
add these CPT codes because their 
addition is consistent with our policy 
for other procedures included in Family 
4, which describe procedures involving 
MRI of the chest area. 

To the extent that the newly added 
procedures do not meet the MPPR 
criteria (for example, if they are not 
performed in the same session), they 
will be unaffected by the MPPR. 
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Comment: Commenters noted that we 
proposed to establish new composite 
rates for certain multiple diagnostic 
imaging procedures performed at the 
same time in hospital outpatient 
settings. One commenter asked whether 
individual procedure payment rates, or 
the composite payment rates under 
hospital OPPS will be used for purposes 
of applying the OPPS cap to PFS 
services. The commenter also asked 
whether we will continue our policy of 
applying the MPPR before application of 
the OPPS cap. 

Response: Under the PFS, services are 
paid based on the individual CPT or 
HCPCS code. Therefore, the OPPS cap 
will continue to be applied based on the 
hospital OPPS ambulatory payment 
classification (APC) rate for the 
individual procedure, and not the 
composite rate. The policy of applying 
the MPPR before applying the OPPS cap 
remains unchanged. 

Comment: Several commenters 
expressed concern that the proposed 
MPPR undervalues the procedures and 
jeopardizes beneficiary access to care. 
One commenter indicated that we 
should examine any shifts in the site-of- 
service that may have resulted due to 
the MPPR. 

Response: The Government 
Accountability Office (GAO) and the 
Office of the Inspector General (OIG) 
have been performing several reviews 
relating to the utilization of imaging 
procedures including the effects of the 
OPPS cap and the MPPR on utilization, 
payment, and access to care. We will 
continue to monitor the effects of the 
policies to ensure that beneficiaries 
have proper access to care. 

After reviewing the public comments, 
we are proceeding with the policy as 
proposed. The ten additional 
procedures listed in Table 6 will be 
subject to the MPPR, effective January 1, 
2009. 

3. HCPCS Code for Prostate Saturation 
Biopsies 

In the CY 2009 PFS proposed rule, we 
proposed to create four new G codes for 
prostate saturation biopsy as shown in 
Table 7, currently reported with CPT 
code 88305, Surgical pathology, gross 
and microscopic examination, which is 
separately billed by the physician for 
each core sample taken. We also 
proposed to have Medicare contractors 
price these codes. 

TABLE 7—G CODES FOR PROSTATE 
BIOPSY 

G code Descriptor 

G0416 .. Surgical pathology, gross and mi-
croscopic examination for pros-
tate needle saturation biopsy 
sampling, 1–20 specimens. 

G0417 .. Surgical pathology, gross and mi-
croscopic examination for pros-
tate needle saturation biopsy 
sampling, 21–40 specimens. 

G0418 .. Surgical pathology, gross and mi-
croscopic examination for pros-
tate needle saturation biopsy 
sampling, 41–60 specimens. 

G0419 .. Surgical pathology, gross and mi-
croscopic examination for pros-
tate needle saturation biopsy 
sampling, greater than 60 speci-
mens. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Some commenters 
expressed opposition to this proposal, 
while others supported it but 
recommended modifications to the 
proposed G codes. All commenters were 
opposed to Medicare contractor pricing 
the G codes and stated that CMS, rather 
than the Medicare contractor, should 
assign an appropriate work value for 
each specimen level to capture the 
expertise, skill, time, and resources used 
to determine if prostate cancer is 
present. 

Response: First, for CY 2009, the CPT 
Editorial Panel changed Category III 
code (0137T) to a Category I code, 
55706, Biopsies, prostate; needle, 
transperineal, stereotactic template 
guided saturation sampling including 
image guidance, which the AMA RUC 
valued at 6.15 work RVUs. As discussed 
in the proposed rule, we currently pay 
$102.35 for CPT code 88305, which is 
the code used by pathologists when 
interpreting prostate biopsy samples. 
Patients requiring a prostate saturation 
biopsy generally have 30 to 60 
specimens taken. The pathologist would 
bill CPT code 88305 for evaluation of 
each individual specimen. When CPT 
code 88305 is used to evaluate prostate 
saturation biopsies, the average total 
payment for the evaluation of samples 
from one prostate needle saturation 
biopsy ranges from $3000 to $6000, 
depending on the number of biopsies 
taken. We believe the use of CPT code 
88305 to bill individually for the 
evaluation of each biopsy sample would 
result in overpayment for this service. 
Therefore, we are proceeding with the 
proposal to create four G codes for 
pathologic examination of prostate 

needle saturation tissue sampling for 
services furnished beginning in 2009. 

However, we agree with commenters 
that, rather than having Medicare 
contractors price the new G codes, it 
would be preferable for us to specify the 
payment for these services. We 
generally use contractor pricing when 
we do not have sufficient information to 
set the price. Upon further reflection, 
we believe we can set prices for the new 
G-codes by analogy to the current RVUs 
for two existing codes: 88304 and 
88305. We selected the mid-point of the 
range of samples for G0417, G0418, and 
G0419 to calculate the average number 
of samples for each code. We assumed 
15 percent of the samples taken require 
considerable clinical expertise to 
differentiate and distinguish carcinoma 
from hyperplasia. We assigned the work 
and PE values of 88305 to the 15 percent 
of samples requiring this level of 
expertise. The remaining 85 percent of 
samples require confirmation of prostate 
tissue and interpretation indicating the 
presence of cancer or not since the 
diagnosis had been identified in the 15 
percent of samples. We assigned the 
work and PE of 88304 to this group of 
samples. We assigned the full work and 
PE payment to the 15 percent sample 
component to reflect the skill, time, and 
effort required to identify and diagnose 
carcinoma. We applied the multiple 
surgical procedure discount (RVUs were 
reduced by 50 percent in accordance 
with current CMS policy) to the 
remaining 85 percent of samples 
reviewed for identification and 
confirmation of prostate tissue. We 
selected the 75th percentile of samples 
from G0416 to recognize the greater 
degree of skill, time, and effort required 
to review, identify, and interpret the 
initial biopsy specimens sampled. (See 
Addendum B for the values assigned to 
these G codes.) 

Note: Under the PFS, CPT code 88305 will 
continue to be recognized for those surgical 
pathology services unrelated to prostate 
needle saturation biopsy sampling. 

F. Part B Drug Payment 

1. Average Sales Price (ASP) Issues 
Medicare Part B covers a limited 

number of prescription drugs and 
biologicals. For the purposes of this 
final rule with comment period, the 
term ‘‘drugs’’ will hereafter refer to both 
drugs and biologicals, unless otherwise 
specified. Medicare Part B covered 
drugs not paid on a cost or prospective 
payment basis generally fall into the 
following three categories: 

• Drugs furnished incident to a 
physician’s service. 

• DME drugs. 
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• Drugs specifically covered by 
statute (certain immunosuppressive 
drugs, for example). 

Beginning in CY 2005, the vast 
majority of Medicare Part B drugs not 
paid on a cost or prospective payment 
basis are paid under the ASP 
methodology. The ASP methodology is 
based on data submitted to us quarterly 
by manufacturers. In addition to the 
payment for the drug, Medicare 
currently pays a furnishing fee for blood 
clotting factors, a dispensing fee for 
inhalation drugs, and a supplying fee to 
pharmacies for certain Part B drugs. 

In this section, we discuss recent 
statutory changes to the ASP 
methodology and other drug payment 
issues. 

a. Determining the Payment Amount 
Based on ASP Data 

The methodology for developing 
Medicare drug payment allowances 
based on the manufacturers’ submitted 
ASP data is specified in 42 CFR part 
414, subpart K. We initially established 
this regulatory text in the CY 2005 PFS 
final rule with comment period (69 FR 
66424). We further described the 
formula we use to calculate the payment 
amount for each billing code in the CY 
2006 PFS proposed rule (70 FR 45844) 
and final rule with comment period (70 
FR 70217). With the enactment of the 
MMSEA, the formula we use changed 
beginning April 1, 2008. Section 112(a) 
of the MMSEA requires us to calculate 
payment amounts using a specified 
volume-weighting methodology. In 
addition, section 112(b) of the MMSEA 
sets forth a special rule for determining 
the payment amount for certain 
inhalation drugs. 

For each billing code, we calculate a 
volume-weighted, ASP-based payment 
amount using the ASP data submitted 
by manufacturers. Manufacturers submit 
ASP data to us at the 11-digit National 
Drug Code (NDC) level, including the 
number of units of the 11-digit NDC 
sold and the ASP for those units. We 
determine the number of billing units in 
an NDC based on the amount of drug in 
the package. For example: a 
manufacturer sells a box of four vials of 
a drug. Each vial contains 20 milligrams 
(mg). The billing code is per 10 MG. The 
number of billing units in this NDC for 
this billing code is (4 vials × 20mg)/ 
10mg = 8 billable units. 

Prior to April 1, 2008, we used the 
following three-step formula to calculate 
the payment amount for each billing 
code. First, we converted the 
manufacturer’s ASP for each NDC into 
the ASP per billing unit by dividing the 
manufacturer’s ASP for that NDC by the 
number of billing units in that NDC. 

Then, we summed the product of the 
ASP per billing unit and the number of 
units of the 11-digit NDC sold for each 
NDC assigned to the billing code. Then, 
we divided this total by the sum of the 
number of units of the 11-digit NDC 
sold for each NDC assigned to the 
billing code. 

Beginning April 1, 2008, we use a 
two-step formula to calculate the 
payment amount for each billing code. 
We sum the product of the 
manufacturer’s ASP and the number of 
units of the 11-digit NDC sold for each 
NDC assigned to the billing and 
payment code, and then divide this total 
by the sum of the product of the number 
of units of the 11-digit NDC sold and the 
number of billing units in that NDC for 
each NDC assigned to the billing and 
payment code. 

In addition to the formula change, the 
MMSEA established a special payment 
rule for certain inhalation drugs 
furnished through an item of durable 
medical equipment (DME). The 
‘‘grandfathering’’ provision in section 
1847A(c)(6)(C)(ii) of the Act requires 
that certain drugs be treated as multiple 
source drugs for purposes of calculating 
the payment allowance limits. Section 
112(b) of the MMSEA requires that, 
effective April 1, 2008, the payment 
amount for inhalation drugs furnished 
through an item of DME is the lesser of 
the amount determined by applying the 
grandfathering provision or by not 
applying that provision. We reviewed 
our payment determinations effective 
January 1, 2008 to identify the drugs 
subject to this special rule, and 
implemented this new requirement in 
accordance with the statutory 
implementation date of April 1, 2008. 
We identified that albuterol and 
levalbuterol, in both the unit dose and 
concentrated forms, are subject to the 
special payment rule. At this time, we 
have not identified other inhalation 
drugs furnished through an item of DME 
to which section 112(b) of the MMSEA 
applies. 

The provisions in section 112 of the 
MMSEA are self-implementing for 
services on and after April 1, 2008. 
Because of the limited time between 
enactment and the implementation date, 
it was not practical to undertake and 
complete rulemaking on this issue prior 
to implementing the required changes. 
As a result of the legislation, we 
proposed to revise § 414.904 to codify 
the changes to the determination of 
payment amounts as required by section 
112 of the MMSEA. We solicited 
comments on the proposed regulatory 
text. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: We received a number of 
comments regarding our proposed 
regulatory text. All of comments we 
received strongly supported our 
proposed regulatory text. Several 
comments strongly urged CMS to ensure 
that the methodology is properly 
applied to all drugs paid under the ASP 
methodology. 

Response: We appreciate the support 
from the public with regard to the 
implementation of this statutory 
provision. We have been applying the 
revised methodology since April 2008 
and are unaware of payment issues 
resulting from its usage. The new 
methodology is being applied 
consistently across all Part B drugs 
subject to the ASP methodology. 

Comment: One commenter requested 
that we limit the application of the 
special payment rule, established by 
section 112(b) of MMSEA to only 
albuterol and levalbuterol. 

Response: We disagree with this 
comment. While we currently believe 
that we have identified all of the drugs 
to which the special payment rule 
applies, it would be imprudent to 
expressly limit its application to 
albuterol and levalbuterol in the 
regulations text because the statute does 
not do so. The statute refers to certain 
drugs described in section 1842(o)(1)(G) 
of the Act. Thus, we believe the 
regulations text, as proposed, 
adequately specifies the drugs to which 
the special rule applies. We have 
committed, via postings on our web site, 
to proceeding transparently when 
making pricing determinations and have 
done so by posting our decisions on our 
web site. We will continue to do so in 
the future. 

After review of the public comments, 
we are finalizing our proposed 
regulatory text at § 414.904. 

b. Average Manufacturer Price (AMP)/ 
Widely Available Market Prices 
(WAMP) 

Section 1847A(d)(1) of the Act states 
that ‘‘the Inspector General of HHS shall 
conduct studies, which may include 
surveys to determine the widely 
available market prices (WAMP) of 
drugs and biologicals to which this 
section applies, as the Inspector 
General, in consultation with the 
Secretary, determines to be 
appropriate.’’ Section 1847A(d)(2) of the 
Act states that, ‘‘Based upon such 
studies and other data for drugs and 
biologicals, the Inspector General shall 
compare the ASP under this section for 
drugs and biologicals with— 
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• The WAMP for such drugs and 
biologicals (if any); and 

• The average manufacturer price 
(AMP) (as determined under section 
1927(k)(1) of the Act for such drugs and 
biologicals.’’ 

Section 1847A(d)(3)(A) of the Act 
states that, ‘‘The Secretary may 
disregard the average sales price (ASP) 
for a drug or biological that exceeds the 
WAMP or the AMP for such drug or 
biological by the applicable threshold 
percentage (as defined in subparagraph 
(B)).’’ The applicable threshold 
percentage is specified in section 
1847A(d)(3)(B)(i) of the Act as 5 percent 
for CY 2005. For CY 2006 and 
subsequent years, section 
1847A(d)(3)(B)(ii) of the Act establishes 
that the applicable threshold percentage 
is ‘‘the percentage applied under this 
subparagraph subject to such 
adjustment as the Secretary may specify 
for the WAMP or the AMP, or both.’’ In 
CY 2006 through CY 2008, we specified 
an applicable threshold percentage of 5 
percent for both the WAMP and AMP 
comparisons. We based this decision on 
the limited data available to support a 
change in the current threshold 
percentage. 

For CY 2009, we proposed to specify 
an applicable threshold percentage of 5 
percent for the WAMP and the AMP 
comparisons. As we stated in the 
proposed rule, the OIG is continuing its 
ongoing comparison of both the WAMP 
and the AMP. However, information on 
how recent changes to the ASP 
weighting methodology may affect the 
comparison of WAMP/AMP to ASP was 
not available in time for consideration 
prior to developing our proposal to 
maintain the applicable threshold 
percentage at 5 percent for CY 2009. 
Although we have recently received 
reports comparing ASP to AMP in 
which the OIG states it has applied the 
new volume-weighting methodology 
consistently, we have not had sufficient 
time to analyze these reports. Thus, we 
do not have data suggesting a more 
appropriate level for the threshold at 
this time. Therefore, we believe that 
continuing the 5 percent applicable 
threshold percentage for both the 
WAMP and AMP comparisons is 
appropriate for CY 2009. 

As we noted in the CY 2008 PFS final 
rule with comment period (72 FR 
66259), we understand that there are 
complicated operational issues 
associated with potential payment 
substitutions. We will continue to 
proceed cautiously in this area and 
provide stakeholders, particularly 
manufacturers of drugs impacted by 
potential price substitutions, with 
adequate notice of our intentions 

regarding such, including the 
opportunity to provide input with 
regard to the processes for substituting 
the WAMP or the AMP for the ASP. As 
part of our approach, we intend to 
develop a better understanding of the 
issues that may be related to certain 
drugs for which the WAMP and AMP 
may be lower than the ASP over time. 

We solicited comments on our 
proposal to continue the applicable 
threshold at 5 percent for both the 
WAMP and AMP for CY 2009. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Most commenters 
supported maintaining the threshold at 
5 percent. Other commenters suggested 
that we exercise caution in the 
determination of price substitutions and 
that we develop a formal process and 
criteria to determine when substitutions 
are necessary. Commenters also 
recommended that we provide adequate 
notice prior to making a price 
substitution. 

Response: We appreciate the 
comments to maintain the threshold at 
5 percent. As we noted in the CY 2008 
PFS final rule with comment period (72 
FR 66259), we understand that there are 
complicated operational issues 
associated with potential payment 
substitutions. We will continue to 
proceed cautiously in this area and 
provide stakeholders, particularly 
manufacturers of drugs impacted by 
potential price substitutions, with 
adequate notice of our intentions 
regarding such, including the 
opportunity to provide input with 
regard to the processes for substituting 
the WAMP or the AMP for the ASP. As 
part of our approach, we intend to 
develop a better understanding of the 
issues that may be related to certain 
drugs for which the WAMP and AMP 
may be lower than the ASP over time. 

After reviewing of the public 
comments, we are finalizing our 
proposal to establish the WAMP/AMP 
threshold at 5 percent for CY 2009. 

2. Competitive Acquisition Program 
(CAP) Issues 

Section 303(d) of the MMA requires 
the implementation of a competitive 
acquisition program (CAP) for certain 
Medicare Part B drugs not paid on a cost 
or PPS basis. The provisions for 
acquiring and billing drugs under the 
CAP were described in the Competitive 
Acquisition of Outpatient Drugs and 
Biologicals Under Part B proposed rule 
(March 4, 2005, 70 FR 10746) and the 
interim final rule (July 6, 2005, 70 FR 
39022), and certain provisions were 
finalized in the CY 2006 PFS final rule 

with comment period (70 FR 70236). 
The CY 2007 PFS final rule with 
comment period (72 FR 66260) then 
finalized portions of the July 6, 2005 IFC 
that had not already been finalized. 

The CAP is an alternative to the ASP 
(buy and bill) methodology of obtaining 
certain Part B drugs used incident to 
physicians’ services. Physicians who 
choose to participate in the CAP obtain 
drugs from vendors selected through a 
competitive bidding process and 
approved by CMS. Under the CAP, 
physicians agree to obtain all of the 
approximately 190 drugs on the CAP 
drug list from an approved CAP vendor. 
A vendor retains title to the drug until 
it is administered, bills Medicare for the 
drug, and bills the beneficiary for cost 
sharing amounts once the drug has been 
administered. The physician bills 
Medicare only for administering the 
drug to the beneficiary. The CAP 
currently operates with a single CAP 
drug category. CAP claims processing 
began on July 1, 2006. 

After the CAP was implemented, 
section 108 of the MIEA–TRHCA made 
changes to the CAP payment 
methodology. Section 108(a)(2) of the 
MIEA–TRHCA requires the Secretary to 
establish (by program instruction or 
otherwise) a post-payment review 
process (which may include the use of 
statistical sampling) to assure that 
payment is made for a drug or biological 
only if the drug or biological has been 
administered to a beneficiary. The 
Secretary is required to recoup, offset, or 
collect any overpayments. This statutory 
change took effect on April 1, 2007. 
Conforming changes were proposed in 
the CY 2008 PFS proposed rule (72 FR 
38153) and finalized in the CY 2008 PFS 
final rule with comment period (72 FR 
66260). 

In the CY 2009 PFS proposed rule, we 
proposed several refinements to the 
CAP regarding the annual CAP payment 
amount update mechanism, the 
definition of a CAP physician, the 
restriction on physician transportation 
of CAP drugs, and the dispute 
resolution process (73 FR 38522). 
However, since the publication of our 
proposed rule, we have announced the 
postponement of the CAP for 2009 due 
to contractual issues with the successful 
bidders. As a result, CAP physician 
election for participation in the CAP in 
2009 is not being held this Fall, and 
CAP drugs will not be available from an 
Approved CAP Vendor for dates of 
service after December 31, 2008. 

Moreover, we are currently soliciting 
public feedback on the CAP from 
participating physicians, potential 
vendors, and other interested parties. 
We are soliciting public comments 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00029 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69754 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

about a range of issues, including, but 
not limited to the following issues: the 
categories of drugs provided under the 
CAP; the distribution of areas that are 
served by the CAP; and procedural 
changes that may increase the program’s 
flexibility and appeal to potential 
vendors and physicians. Interested 
parties can submit feedback about the 
CAP electronically or request to meet 
with us in person. Feedback about the 
CAP and meeting requests can be 
submitted electronically to: 
MMA303DDrugBid@cms.hhs.gov. 

We will also host a CAP Open Door 
Forum (ODF) this December for 
participating physicians, potential 
vendors, and other interested parties. 
Participants will have an opportunity to 
discuss the postponement and suggest 
changes to the program. Additional 
information about this event will be 
available on the CMS CAP Web site at 
http://www.cms.hhs.gov/ 
CompetitiveAcquisforBios/. 

We will assess information from the 
public and consider implementing 
changes to the CAP before proceeding 
with another bid solicitation for 
Approved CAP Vendor contracts. 
Furthermore, in light of the 
postponement of the CAP, we believe it 
would be prudent to consider the 
additional information that is being 
collected before finalizing any further 
changes to the program. For this reason, 
we will not finalize the CAP items in 
the CY 2009 proposed rule at this time. 
We appreciate the comments that we 
have received and we will consider 
these comments as we assess potential 
changes to the program and future 
rulemaking. 

G. Application of the HPSA Bonus 
Payment 

Section 1833(m) of the Act provides 
for an additional 10-percent bonus 
payment for physicians’ services 
furnished in a year to a covered 
individual in an area that is designated 
as a geographic Health Professional 
Shortage Area (HPSA) as identified by 
the Secretary prior to the beginning of 
such year. The statute indicates that the 
HPSA bonus payment will be made for 
services furnished during a year in areas 
that have been designated as HPSAs 
prior to the beginning of that year. As 
a result, the HPSA bonus payment is 
made for physicians’ services furnished 
in an area designated as of December 31 
of the prior year, even if the area’s 
HPSA designation is removed during 
the current year. However, for 
physicians’ services furnished in areas 
that are designated as geographic HPSAs 
after the beginning of a year, the HPSA 
bonus payment is not made until the 

following year, if the area is still 
designated as of December 31 of that 
year. 

In the CY 2005 PFS final rule with 
comment period (69 FR 66297), we 
stated that determination of zip codes 
for automatic HPSA bonus payment will 
be made on an annual basis and that 
there would be no updates to the zip 
code file during the year. We also stated 
that physicians furnishing covered 
services in ‘‘newly designated’’ HPSAs 
may add a modifier to their Medicare 
claims to collect the HPSA bonus 
payment until our next annual posting 
of zip codes for which automatic 
payment of the bonus will be made. 

In the CY 2009 PFS proposed rule, we 
proposed to revise § 414.67 to clarify 
that physicians who furnish services in 
areas that are designated as geographic 
HPSAs as of December 31 of the prior 
year but not included on the list of zip 
codes for automated HPSA bonus 
payments should use the AQ modifier to 
receive the HPSA bonus payment. 

Comment: We received comments in 
support of using the AQ modifier to 
ensure that all physicians furnishing 
services in a geographic HPSA that is 
not included in the list of zip codes 
eligible for automatic bonus payments 
will still receive the 10-percent HPSA 
bonus payment. One commenter 
emphasized that this clarification would 
lessen the administrative burdens they 
experienced from the lack of a modifier 
in the past. 

A few commenters expressed concern 
that many physicians may not be aware 
of the AQ modifier requirement for 
services furnished in areas that are not 
on the list of zip codes for automatic 
payment. One commenter urged us to 
use educational materials and outreach 
in order to ensure physicians are aware 
they may need to use the AQ modifier 
when submitting their Medicare claims. 
Another commenter requested that we 
develop a method to ensure payments 
are received automatically for all 
physicians that would qualify for the 
HPSA bonus payment. 

One commenter suggested that we 
change the HPSA bonus payment 
program to include nonphysicians and 
work with the Congress to allow all 
persons who directly bill under Part B 
to be eligible for the 10-percent bonus 
for working in a designated HPSA. 

Response: We appreciate the 
comments in support of our efforts to 
ensure all physicians furnishing 
services to Medicare beneficiaries in an 
area that is designated as a geographic 
HPSA on December 31 of the prior year 
receive the HPSA bonus payment. 

As a result of refinements in our 
systems, we expect that more areas that 

are eligible for the bonus payment will 
be on the list of zip codes eligible for 
automatic payment of the HPSA bonus, 
thereby reducing the number of 
physicians who need to use the 
modifier. However, we acknowledge 
that some physicians may not be aware 
of the need to use the modifier if they 
are furnishing services in a geographic 
HPSA that was designated after the list 
of eligible zip codes was created but 
prior to December 31. We will continue 
to utilize our provider education 
resources to increase awareness of the 
appropriate application of the AQ 
modifier. We will also continue to refine 
our systems to include as many areas as 
possible to the list of zip codes that 
receive automatic HPSA bonus 
payments. 

We recognize that there can be 
shortages of all types of healthcare 
practitioners and we indeed appreciate 
the value of these nonphysicians. 
However, section 1833(m) of the Act 
provides for the payment of an 
additional amount only to physicians 
and a change would require a statutory 
revision. 

After careful consideration of all of 
the comments, we are adopting our 
proposal to add § 414.67(d) with minor 
revisions to clarify that physicians who 
furnish services in areas that are 
designated as geographic HPSAs as of 
December 31 of the prior year but not 
included on the list of zip codes for 
automated HPSA bonus payments 
should use the AQ modifier to receive 
the HPSA bonus payment. 

H. Provisions Related to Payment for 
Renal Dialysis Services Furnished by 
End-Stage Renal Disease (ESRD) 
Facilities 

In the CY 2009 PFS proposed rule (73 
FR 38527), we outlined for CY 2009 the 
proposed updates to the case-mix 
adjusted composite rate payment system 
established under section 1881(b)(12) of 
the Act, added by section 623 of the 
MMA. These included updates to the 
drug add-on component of the 
composite rate system, as well as the 
wage index values used to adjust the 
labor component of the composite rate. 

Specifically, we proposed the 
following provisions which are 
described in more detail below in this 
section: 

• A zero growth update to the 
proposed 15.5 percent drug add-on 
adjustment to the composite rates for 
2009 required by section 1881(b)(12)(F) 
of the Act (resulting in a $20.33 per 
treatment drug add-on amount). 

• An update to the wage index 
adjustment to reflect the latest available 
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wage data, including a revised BN 
adjustment factor of 1.056672; 

• The completion of the 4-year 
transition from the previous wage- 
adjusted composite rates to the CBSA 
wage-adjusted rates, where payment 
will be based on 100 percent of the 
revised geographic adjustments; and 

• A reduction of the wage index floor 
from 0.7500 to 0.7000. 

A total of 56 comments were 
submitted under the caption ‘‘ESRD 
PROVISIONS.’’ Eight of these comments 
pertained to the proposed changes to 
ESRD payment related provisions listed 
above. The remaining 48 comments 
responded to the solicitation for public 
comment pertaining to the application 
of preventable hospital-acquired 
condition (HAC) payment provisions for 
IPPS hospitals in settings other than 
IPPS hospitals, including ESRD 
facilities. Please refer to section II.H.6. 
of this final rule with comment period 
for a discussion of the applicability of 
the HAC payment provision for IPPS 
hospitals in settings other than IPPS 
hospitals. 

The ESRD payment related comments 
are discussed in detail below in this 
section. In addition, subsequent to the 
publication of the CY 2009 PFS 
proposed rule, section 153 of the 
Medicare Improvements for Patients and 
Providers Act of 2008 (MIPPA) (Pub. L. 
110–275), enacted on July 15, 2008, 
mandates changes in ESRD payment 
effective January 1, 2009. 

Section 153(a) of the MIPPA amends 
section 1881(b)(12)(G) of the Act to 
increase the composite rate component 
of the payment system and amends 
section 1881(b)(12)(A) to revise 
payments to ESRD facilities. The 
amendments that are effective January 1, 
2009 include an update of 1 percent to 
the composite rate component of the 
payment system (for services furnished 
on or after January 1, 2009, and before 
January 1, 2010), and the establishment 
of a site neutral composite rate for both 
hospital-based and independent dialysis 
facilities which, when applying the 
geographic index, shall reflect the labor 
share based on the labor share otherwise 
applied for renal dialysis facilities. The 
labor share for both hospital-based and 
independent dialysis facilities is 53.711. 

In addition, since we compute the 
drug add-on adjustment as a percentage 
of the weighted average base composite 
rate, the drug add-on percentage is 
decreased to account for the higher 
composite payment rate and will result 
in a 15.2 percent drug add-on 
adjustment for CY 2009. Since the 
statutory increase only applies to the 
composite rate, this adjustment to the 
drug add-on percentage is needed to 

ensure that the total drug add-on dollars 
remains constant. 

Prior to the MIPPA provisions, 
effective for CY 2008, hospital-based 
dialysis facilities received a base 
composite rate of $136.68 and 
independent dialysis facilities received 
a base composite rate of $132.49, and so 
the CY 2009 base composite rate for 
independent dialysis facilities prior to 
the MIPPA was $132.49. The MIPPA 
mandates that payments for both the 
hospital-based dialysis facilities and 
independent dialysis facilities be based 
on the independent dialysis facilities 
rate. The 1 percent increase to the 
independent dialysis facility’s 2008 
composite rate of $132.49 results in a 
2009 base composite rate for both 
hospital-based and independent dialysis 
facilities of $133.81. A drug add-on 
amount of $20.33 per treatment remains 
the same for 2009, which results in a 
15.2 percent increase over the base 
independent composite rate of $133.81. 

1. Growth Update to the Drug Add-On 
Adjustment to the Composite Rates 

Section 623(d) of the MMA added 
section 1881(b)(12)(B)(ii) of the Act 
which requires us to establish an add- 
on to the composite rate to account for 
changes in the drug payment 
methodology stemming from enactment 
of the MMA. Section 1881(b)(12)(C) of 
the Act provides that the drug add-on 
must reflect the difference in aggregate 
payments between the revised drug 
payment methodology for separately 
billable ESRD drugs and the AWP 
payment methodology. In 2005, we 
generally paid for ESRD drugs based on 
average acquisition costs. Thus, the 
difference from AWP pricing was 
calculated using acquisition costs. 
However, in 2006 when we moved to 
ASP pricing for ESRD drugs, we 
recalculated the difference from AWP 
pricing using ASP prices. 

In addition, section 1881(b)(12)(F) of 
the Act requires that beginning in CY 
2006, we establish an annual update to 
the drug add-on to reflect the estimated 
growth in expenditures for separately 
billable drugs and biologicals furnished 
by ESRD facilities. This growth update 
applies only to the drug add-on portion 
of the case-mix adjusted payment 
system. 

The CY 2008 drug add-on adjustment 
to the composite rate is 15.5 percent. 
The drug add-on adjustment for 2008 
incorporates an inflation adjustment of 
0.5 percent. This computation is 
explained in detail in the CY 2008 PFS 
final rule with comment period (72 FR 
66280 through 66282). 

a. Estimating Growth in Expenditures 
for Drugs and Biologicals for CY 2009 

In the CY 2007 PFS final rule with 
comment period (71 FR 69682), we 
established an interim methodology for 
annually estimating the growth in ESRD 
drugs and biological expenditures that 
uses the Producer Price Index (PPI) for 
pharmaceuticals as a proxy for pricing 
growth, in conjunction with 2 years of 
ESRD drug data, to estimate per patient 
utilization growth. We indicated that 
this methodology would be used to 
update the drug add-on to the composite 
rate until such time that we had 
sufficient ESRD drug expenditure data 
to project the growth in ESRD drug 
expenditures beginning in CY 2010. 

For CY 2009, we proposed revising 
the interim methodology for estimating 
the growth in ESRD drug expenditures 
by using ASP pricing instead of the PPI 
to estimate the price component of the 
update calculation. 

As detailed below in this section, we 
proposed for CY 2009 to estimate price 
growth using historical ASP pricing data 
for ESRD drugs for CY 2006 through CY 
2008, and to estimate growth in per 
patient utilization of drugs by using 
ESRD facility historical drug 
expenditure data for CY 2006 and CY 
2007. 

b. Estimating Growth in ESRD Drug 
Prices 

For CY 2009, we proposed to estimate 
price growth using ASP pricing data for 
the four quarters of CY 2006 and 
CY2007, and the two available quarters 
of CY 2008. For this final rule with 
comment period, we are using four 
quarters of ASP prices for CYs 2006, 
2007, and 2008. We calculated the 
weighted price change, for the original 
top ten ESRD drugs for which we had 
acquisition pricing, plus Aranesp. In CY 
2006 and CY 2007, we calculated a 
weighted average price reduction of 1.8 
percent. We also calculated a weighted 
average price reduction of 2.1 percent 
between CY 2007 and CY 2008. The 
overall average price reduction is 1.9 
percent over the 3-year period. Thus, 
the weighted average ESRD drug pricing 
change projected for CY 2009 is a 
reduction of 1.9 percent. 

Comment: Commenters were 
generally opposed to the use of ASP 
prices to estimate the price component 
of the drug add-on adjustment. One 
commenter stated that although the 
price of EPO has declined in the past 
few years, it has now stabilized and will 
likely not decline again in CY 2009. 
Two commenters, including MedPAC, 
supported the use of ASP prices stating 
that it is more closely related to the 
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actual ESRD drug pricing than the use 
of the overall drug PPI. Another 
commenter stated that the PPI was a 
more accepted proxy for predicting drug 
price increases compared to ASP price 
trends which have never been used in 
forecasting drug price changes. Some 
suggested that we use a blend of ASP 
and PPI to soften the impact of the 
change in the methodology. 

Response: Given that the statutory 
language mandates that we estimate the 
growth in ESRD drug expenditures in 
order to update the drug add-on 
adjustment, we believe we have an 
obligation to utilize the best data 
available to make those estimates. 
Although the PPI is a well recognized 
measure of overall drug price growth, it 
is not specific to ESRD drug prices. 
Given that ESRD drug pricing trends are 
very different from overall drug pricing 
trends, we do not believe it would be 
appropriate to continue using the PPI 
when more specific data are available. 
ASP pricing data that are specific to 
ESRD drugs provide the most accurate 
measure for estimating the price 
component of the total ESRD drug 
expenditure estimate for CY 2009. 
Therefore, for this final rule with 
comment period, we used ASP pricing 
data to estimate price growth in ESRD 
drugs. 

c. Estimating Growth in per Patient Drug 
Utilization 

To isolate and project the growth in 
per patient utilization of ESRD drugs for 
CY 2009, we removed the enrollment 
and price growth components from the 
historical drug expenditure data, and 
considered the residual to be utilization 
growth. As discussed previously in this 
section, we proposed to use ESRD 
facility drug expenditure data from CY 
2006 and CY 2007 to estimate per 
patient utilization growth for CY 2009. 

We first estimated total drug 
expenditures for all ESRD facilities. For 
the CY 2009 PFS proposed rule (73 FR 
38528), we used the final CY 2006 ESRD 
claims data and the latest available CY 
2007 ESRD facility claims, updated 
through December 31, 2007 (that is, 
claims with dates of service from 
January 1 through December 31, 2007, 
that were received, processed, paid, and 
passed to the National Claims History 
File as of December 31, 2007). For this 
final rule with comment period, we are 
using additional updated CY 2007 
claims with dates of service for the same 
time period. This updated CY 2007 data 
file will include claims received, 
processed, paid, and passed to the 
National Claims History File as of June 
30, 2008. 

For the CY 2009 PFS proposed rule, 
we adjusted the December 2007 file to 
reflect our estimate of what total drug 
expenditures would be using the final 
June 30, 2008 bill file for CY 2007. The 
net adjustment we applied to the CY 
2007 claims data was an increase of 12.6 
percent to the December 2007 claims 
file. To calculate the proposed per 
patient utilization growth, we removed 
the enrollment component by using the 
growth in enrollment data between CY 
2006 and CY 2007. This was 
approximately 3 percent. To remove the 
price effect, we calculated the weighted 
change between CY 2006 and CY 2007 
ASP pricing for the top eleven ESRD 
drugs. We weighted the differences 
using 2007 ESRD facility drug 
expenditure data. 

This process led to an overall 1.8 
percent reduction in price between CY 
2006 and CY 2007. 

After removing the enrollment and 
price effects from the expenditure data, 
the residual growth would reflect the 
per patient utilization growth. To do 
this, we divided the product of the 
enrollment growth of 3 percent (1.03) 
and the price reduction of 1.8 percent 
(1.00 ¥ 0.018 = 0.982) into the total 
drug expenditure change between 2006 
and 2007 of 0 percent (1.00 ¥ 0.00 = 
1.00). The result is a utilization factor 
equal to 0.99 or 1.00/(1.03 * 0.982) = 
0.99. 

Since we observed a 1 percent drop in 
per patient utilization of drugs between 
CY 2006 and CY 2007, we projected a 
1 percent drop in per patient utilization 
for ESRD facilities in CY 2009. 

Comment: A few commenters 
suggested that the use of CY 2007 billing 
data to predict utilization change in CY 
2009 is not accurate since the utilization 
change in CY 2007 was driven by a 
revision to the EPO monitoring policy 
which caused a one-time decline in 
utilization that has since leveled off. 

Response: We agree that the revised 
monitoring policy for erythropoesis 
stimulating agents (ESAs) that took 
effect in CY 2007 could have 
contributed to the observed decrease in 
ESRD drug utilization between CY 2006 
and CY 2007, especially given that EPO 
and Aranesp make up over 75 percent 
of all ESRD drug expenditures. 
Moreover, this effect could distort our 
estimate of per patient utilization 
growth in CY 2009. Since CY 2007, we 
have analyzed 2 years of historical 
claims data for estimating growth in 
utilization (CY 2005 and CY 2006). 
During that period, utilization based on 
an analysis of independent ESRD 
facility drug data has indicated no 
growth. We believe the use of CY 2005 
and CY 2006 drug data is the best data 

available for use in projecting utilization 
in CY 2009. Therefore, for CY 2009, we 
will continue to use our estimate of 
growth in utilization based on CY 2005 
and CY 2006 data (72 FR 66282). That 
is, we are finalizing an estimation of no 
growth in utilization for CY 2009. 

2. Applying the Proposed Growth 
Update to the Drug Add-on Adjustment 

In the CY 2007 PFS final rule with 
comment period (71 FR 69684), we 
revised our update methodology by 
applying the growth update to the per 
treatment drug add-on amount. That is, 
for CY 2007, we applied the growth 
update factor of 4.03 percent to the 
$18.88 per treatment drug add-on 
amount for an updated amount of 
$19.64 per treatment (71 FR 69684). For 
CY 2008, the per treatment drug add-on 
amount was updated to $20.33. 

For CY 2009, we proposed no update 
to the per treatment drug add-on 
amount of $20.33 established in CY 
2008. 

3. Update to the Drug Add-On 
Adjustment 

In the CY 2009 PFS proposed rule (73 
FR 38529), we estimated a 1 percent 
reduction in per patient utilization of 
ESRD drugs for CY 2009. Using the 
projected decline of the CY 2009 ASP 
pricing for ESRD drugs of 1.9 percent, 
we projected that the combined growth 
in per patient utilization and pricing for 
CY 2009 would result in a negative 
update equal to ¥2.9 percent (0.99 * 
0.981 = 0.971). However, we proposed 
to apply a zero percent update to the 
drug add-on adjustment and maintain 
the $20.33 per treatment drug add-on 
amount for CY 2009 that reflects a 15.5 
percent drug add-on adjustment to the 
composite rate for CY 2009. 

In addition, for CY 2009 we presented 
an alternative approach to the zero 
percent update. The alternative 
approach would be to apply an 
adjustment of less than 1.0 to the drug 
add-on adjustment. For CY 2009, we 
would ‘‘increase’’ the drug add-on by 
0.971. Applying the 0.971 increase to 
the $20.33 per treatment adjustment 
would yield a drug add-on amount of 
$19.74 per treatment, which represents 
a 0.4 percent decrease in the CY 2008 
drug add-on percentage of 15.5 percent. 
As such, the drug add-on adjustment to 
the composite rate for CY 2009 would 
be equal to 1.155 * 0.996 = 1.15 or 15.0 
percent. 

We solicited public comment on our 
proposal of a zero update, as well as the 
alternative approach presented above, 
so that we could make an informed 
decision with respect to the final update 
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to the CY 2009 drug add-on adjustment 
to the composite rate. 

Comment: Commenters were 
uniformly opposed to any decrease in 
the drug add-on adjustment, citing the 
plain reading of the statute which calls 
for an annual ‘‘increase’’ in the 
adjustment. As support for the reliance 
on the plain reading of the statute, 
several commenters cited case law 
examples in which courts have relied on 
dictionary definitions, biblical text, and 
common usage of terms for purposes of 
interpreting statutory text. One 
commenter disagreed with CMS’ 
alternative reading of 1881(b)(12)(F) of 
the Act, under which an increase in the 
drug add-on could not be implemented 
when estimated drug growth is negative, 
pointing to MMA Conference Report 
language that referenced a payment 
update that would be based on a 
‘‘growth’’ in drug spending and ‘‘drug 
cost increases.’’ Commenters further 
argued, citing case law the priority on 
plain language over policy arguments 
and cautioned against identifying gaps 
in statutes. 

One commenter suggested that we 
should use the methodology to estimate 
growth in ESRD drug expenditures that 
yields a positive adjustment as required 
by the statute. Another commenter 
stated that if we believe ESRD drug 
expenditures will decline, this would 
indicate that the spread between AWP 
and ASP pricing will widen in CY 2009, 
thus justifying an increase in the drug 
add-on adjustment. 

Response: We agree that the plain 
reading of the statute would preclude 
any decrease in the drug add-on 
adjustment and would not support a 
negative growth update. Specifically, 

section 1881(b)(12)(F) of the Act states 
in part that ‘‘the Secretary shall 
annually increase’’ the drug add-on 
amount based on the growth in 
expenditures for separately billed ESRD 
drugs. We interpret the statutory 
language ‘‘annually increase’’ to mean a 
positive or zero update to the drug add- 
on given that the statute also requires 
that the annual ‘‘increase’’ to the drug 
add-on adjustment reflect our estimate 
of the growth in ESRD drug 
expenditures. Since our analysis 
indicates a projected reduction in ESRD 
drug expenditures for CY 2009, we do 
not believe it would be appropriate to 
provide an increase that cannot be 
substantiated by the best data available. 

Therefore, we are finalizing our 
proposal to provide a zero update to the 
drug add-on adjustment for CY 2009. If 
the statute had included, instead of the 
word ‘‘increase,’’ a broader term, we 
believe we would have had authority to 
decrease the rate to take into account 
the projected reduction. 

4. Final Growth Update to the Drug 
Add-On Adjustment for 2009 

As we indicated earlier, we have 
decided not to use CY 2007 expenditure 
data to estimate utilization growth for 
CY 2009, because of the potential 
distortion of our estimates due to the 
implementation of the ESA monitoring 
policy in 2007. Therefore, for this final 
rule with comment period, we are using 
the same data we use to estimate growth 
in utilization for CY 2008 as outlined in 
the CY 2008 PFS final rule with 
comment period (72 FR 66282). That is, 
for CY 2009, we estimate no growth in 
per patient utilization of ESRD drugs for 
CY 2009. 

Similar to the CY 2009 PFS proposed 
rule, we estimated growth in ESRD drug 
prices using ASP pricing data for CYs 
2006, 2007 and 2008. In the proposed 
rule, we had only 2 quarters of data for 
2008, but for this final rule all four 
quarters of ASP pricing data are 
available. We calculated the weighted 
price change for the top eleven ESRD 
drugs. Tables 8 and 9 show the average 
ASP prices and the 2007 weights used. 
We note that the final CY 2007 weights 
are derived from the final CY 2007 
ESRD facility claims file as of June 30, 
2008. For CY 2006 and CY 2007, we 
calculated a weighted average price 
reduction of 1.8 percent. We also 
calculated a weighted average price 
reduction of 1.9 percent between CY 
2007 and CY 2008. The overall average 
price reduction is 1.8 percent over the 
3-year period. Thus, the weighted 
average ESRD drug pricing change 
projected for CY 2009 is a reduction of 
1.8 percent. 

We project that the combined growth 
in per patient utilization and pricing of 
ESRD drugs for CY 2009 would result in 
a negative update equal to ¥1.8 percent 
(1.00 * 0.982 = 0.982). If we implement 
this decrease in the update to the drug- 
on adjustment, the resulting savings 
would have been $14 million. However, 
as indicated above, for this final rule 
with comment period, we are applying 
no update to the drug add-on 
adjustment for CY 2009. Thus, we are 
applying a zero update to the $20.33 per 
treatment drug add-on amount for CY 
2009. After adjusting for the MIPPA 
changes as discussed earlier in this 
section, the final drug add-on 
adjustment to the composite rate for CY 
2009 is 15.2 percent. 

TABLE 8—CY 2006, 2007 AND 2008 ESRD DRUG ASP PRICES 

Independent drugs CY 2006 CY 2007 CY 2008 

EPO ............................................................................................................................................. $9.46 $9.17 $9.05 
Paricalcitol .................................................................................................................................... 3.81 3.79 3.78 
Sodium-ferric-glut ......................................................................................................................... 4.88 4.76 4.81 
Iron-sucrose ................................................................................................................................. 0.36 0.37 0.36 
Levocarnitine ................................................................................................................................ 9.44 8.07 6.31 
Doxercalciferol ............................................................................................................................. 2.97 2.68 2.75 
Calcitriol ....................................................................................................................................... 0.55 0.54 0.40 
Iron-dextran .................................................................................................................................. 11.94 11.69 11.69 
Vancomycin ................................................................................................................................. 3.23 3.43 3.19 
Alteplase ...................................................................................................................................... 31.63 33.21 33.06 
Aranesp ........................................................................................................................................ 3.01 3.29 2.86 

TABLE 9—CY 2007 DRUG WEIGHTS 
FOR ESRD FACILITIES 

Independent drugs 
CY 2007 
weights 

(%) 

EPO ...................................... 69.1 
Paricalcitol ............................ 11.9 

TABLE 9—CY 2007 DRUG WEIGHTS 
FOR ESRD FACILITIES—Continued 

Independent drugs 
CY 2007 
weights 

(%) 

Sodium-ferric-glut ................. 2.5 
Iron-sucrose .......................... 6.1 

TABLE 9—CY 2007 DRUG WEIGHTS 
FOR ESRD FACILITIES—Continued 

Independent drugs 
CY 2007 
weights 

(%) 

Levocarnitine ........................ 0.2 
Doxercalciferol ...................... 2.8 
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TABLE 9—CY 2007 DRUG WEIGHTS 
FOR ESRD FACILITIES—Continued 

Independent drugs 
CY 2007 
weights 

(%) 

Calcitriol ................................ 0.1 
Iron-dextran .......................... 0.0 
Vancomycin .......................... 0.1 
Alteplase ............................... 1.0 
Aranesp ................................ 6.2 

5. Update to the Geographic 
Adjustments to the Composite Rates 

Section 1881(b)(12)(D) of the Act, as 
added by section 623(d) of the MMA, 
gives the Secretary the authority to 
revise the wage indexes previously 
applied to the ESRD composite rates. 
The wage indexes are calculated for 
each urban and rural area. The purpose 
of the wage index is to adjust the 
composite rates for differing wage levels 
covering the areas in which ESRD 
facilities are located. 

a. Updates to Core-Based Statistical 
Area (CBSA) Definitions 

In the CY 2006 PFS final rule with 
comment period (70 FR 70167), we 
announced our adoption of the OMB’s 
CBSA-based geographic area 
designations to develop revised urban/ 
rural definitions and corresponding 
wage index values for purposes of 
calculating ESRD composite rates. 
OMB’s CBSA-based geographic area 
designations are described in OMB 
Bulletin 03–04, originally issued June 6, 
2003, and is available online at http:// 
www.whitehouse.gov/omb/bulletins/ 
b03–04.html. In addition, OMB has 
published subsequent bulletins 
regarding CBSA changes, including 
changes in CBSA numbers and titles. 
We wish to point out that this and all 
subsequent ESRD rules and notices are 
considered to incorporate the CBSA 
changes published in the most recent 
OMB bulletin that applies to the 
hospital wage index used to determine 
the current ESRD wage index. The OMB 
bulletins may be accessed online at 
http://www.whitehouse.gov/omb/ 
bulletins/index.html. 

b. Updated Wage Index Values 
In the CY 2007 PFS final rule with 

comment period (71 FR 69685), we 
stated that we intended to update the 
ESRD wage index values annually. The 
current ESRD wage index values for CY 
2008 were developed from FY 2004 
wage and employment data obtained 
from the Medicare hospital cost reports. 
The ESRD wage index values are 
calculated without regard to geographic 
classifications authorized under 
sections 1886(d)(8) and (d)(10) of the 
Act and utilize pre-floor hospital data 
that is unadjusted for occupational mix. 
To calculate the ESRD wage index, 
hospital wage index data for FY 2004 for 
all providers in each urban/rural 
geographic area are combined. The sum 
of the wages for all providers in each 
geographic area was divided by the total 
hours for all providers in each area. The 
result is the average hourly hospital 
wage for that geographic locale. The 
ESRD wage index was computed by 
dividing the average hourly hospital 
wage for each geographic area by the 
national average hourly hospital wage. 
The final step was to multiply each 
wage index value by the ESRD wage 
index budget neutrality factor (BNF). 

We proposed to use the same 
methodology for CY 2009, with the 
exception that FY 2005 hospital data 
will be used to develop the CY 2009 
wage index values. The CY 2009 ESRD 
wage index BNF is 1.056689. This figure 
differs slightly from the figure in the 
proposed rule (1.056672) because we 
used updated hospital wage data and 
treatment counts from the most current 
claims data. (See section II.H.5.c. of this 
final rule with comment period for 
details about this adjustment.) For a 
detailed description of the development 
of the CY 2009 wage index values based 
on FY 2005 hospital data, see the FY 
2009 ‘‘Hospital Inpatient Prospective 
Payment Systems (IPPS) and Final 
Fiscal Year 2009 Rates’’ rule (73 FR 
23630). Section III.G. of the preamble to 
the FY 2009 IPPS final rule, 
Computation of the Final FY 2009 
Unadjusted Wage Index, describes the 
cost report schedules, line items, data 
elements, adjustments, and wage index 
computations. The wage index data 

affecting ESRD composite rates for each 
urban and rural locale may also be 
accessed on the CMS Web site at 
http://www.cms.hhs.gov/ 
AcuteInpatientPPS/WIFN/list.asp. The 
wage data are located in the section 
entitled, ‘‘FY 2009 Final Rule 
Occupational Mix Adjusted and 
Unadjusted Average Hourly Wage and 
Pre-reclassified Wage Index by CBSA.’’ 

i. Fourth Year of the Transition 

In the CY 2006 PFS final rule with 
comment period (70 FR 70167 through 
70169), we indicated that we would 
apply a 4-year transition period to 
mitigate the impact on the composite 
rates resulting from our adoption of 
CBSA-based geographic designations. 
Beginning January 1, 2006, during each 
year of the transition, an ESRD facility’s 
wage-adjusted composite rate (that is, 
without regard to any case-mix 
adjustments) is a blend of its old MSA- 
based wage-adjusted payment rate and 
its new CBSA-based wage adjusted 
payment rate for the transition year 
involved. In CY 2006, the first year of 
the transition, we implemented a 75/25 
blend. In CY 2007, the second year of 
the transition, we implemented a 50/50 
blend. In CY 2008, the third year of the 
transition, we implemented a 25/75 
blend. Consistent with the transition 
blends announced in the CY 2006 PFS 
final rule with comment period (70 FR 
70170), in CY 2009, each ESRD facility’s 
composite payment rate will be based 
entirely on the CBSA-based wage index. 

For CY 2009, we proposed to reduce 
the wage index floor from 0.75 to 0.70. 
For this final year of the transition (CY 
2009), we believe that a reduction to 
0.70 is appropriate as we continue to 
reassess the need for a wage index floor 
in future years. We believe that a 
gradual reduction in the floor is still 
needed to ensure patient access to 
dialysis in areas that have low wage 
index values, especially Puerto Rico, 
and to prevent sudden adverse effects to 
the payment system. However, we note 
that our goal is the eventual elimination 
of all wage index floors. 

The wage index floor and blended 
share applicable for CY 2009 are shown 
in Table 10. 

TABLE 10—WAGE INDEX TRANSITION BLEND 

CY payment Floor Ceiling Old MSA New CBSA 

2009 ............ 0.70* None ....................................................................................................... 0% 100% 

* Each wage index floor is multiplied by a BN adjustment factor. For CY 2009 the BN adjustment is 1.056689 resulting in an actual wage index 
floor of 0.7397. 
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Because CY 2009 is the final year of the 
4-year transition period, each ESRD 
facility’s composite payment rate will be 
based entirely on its applicable new 
CBSA-based wage index value. 

Comment: We received a few 
comments that commend CMS for its 
use of a transition policy in shifting the 
Medicare ESRD program into a new 
geographic wage index system. 
Commenters stressed that prior to the 
elimination to the floor, we should 
provide protection to facilities in areas 
that would otherwise not be able to 
support dialysis facilities, which will 
ensure that access to care for 
beneficiaries is not compromised. 

Response: We note that our goal is the 
eventual elimination of all wage index 
floors. However, we believe that a 
gradual reduction in the floor is still 
needed to ensure patient access to 
dialysis in areas that have low wage 
index values, especially Puerto Rico, 
and to prevent sudden adverse effects to 
the payment system. We will continue 
to reassess the need for a wage index 
floor in future years. 

ii. Wage Index Values for Areas With No 
Hospital Data 

In CY 2006, while adopting the CBSA 
designations, we identified a small 
number of ESRD facilities in both urban 
and rural geographic areas where there 
are no hospital wage data from which to 
calculate ESRD wage index values. The 
affected areas were rural Massachusetts, 
rural Puerto Rico, and the urban area of 
Hinesville, GA (CBSA 25980). For CY 
2006, CY 2007, and CY 2008, we 
calculated the ESRD wage index values 
for those areas as follows: 

• For rural Massachusetts, because 
we had not determined a reasonable 
wage proxy, we used the FY 2005 wage 
index value in CY 2006 and CY 2007. 
For CY 2008, we used an alternative 
methodology as explained below. 

• For rural Puerto Rico, the situation 
was similar to rural Massachusetts. 
However, because all geographic areas 
in Puerto Rico were subject to the wage 
index floor in CY 2006, CY 2007, and 
CY 2008, we applied the ESRD wage 
index floor to rural Puerto Rico as well. 

• For the urban area of Hinesville, 
GA, we calculated the CY 2006, CY 
2007, and CY 2008 wage index value 
based on the average wage index value 
for all urban areas within the State of 
Georgia. 

For CY 2008, we adopted an 
alternative methodology for establishing 
a wage index value for rural 
Massachusetts. Because we used the 
same wage index value for 2 years with 
no update, we believed it was 
appropriate to establish a methodology 

which employed reasonable proxy data 
for rural areas (including rural 
Massachusetts), and also permitted 
annual updates to the wage index based 
on that proxy data. For rural areas 
without hospital wage data, we used the 
average wage index values from all 
contiguous CBSAs as a reasonable proxy 
for that rural area. 

In determining the imputed rural 
wage index, we interpreted the term 
‘‘contiguous’’ to mean sharing a border. 
In the case of Massachusetts, the entire 
rural area consists of Dukes and 
Nantucket Counties. We determined 
that the borders of Dukes and Nantucket 
counties are contiguous with Barnstable 
and Bristol counties. We will continue 
to use the same methodology for CY 
2009. Under this methodology, the CY 
2009 wage index values for the counties 
of Barnstable (CBSA 12700, Barnstable 
Town, MA–1.2643) and Bristol (CBSA 
39300, Providence-New Bedford-Fall 
River, RI–MA–1.0696) were averaged 
resulting in an imputed proposed wage 
index value of 1.1670 for rural 
Massachusetts in CY 2009. 

For rural Puerto Rico, we continued to 
apply the wage index floor in CY 2008. 
Because all areas in Puerto Rico that 
have a wage index were eligible for the 
ESRD wage index floor of 0.75, we 
applied that floor to ESRD facilities 
located in rural Puerto Rico. For CY 
2009, all areas in Puerto Rico that have 
a wage index are eligible for the final 
ESRD wage index floor of 0.70. 
Therefore, we will apply the ESRD wage 
index floor of 0.70 to all ESRD facilities 
that are located in rural Puerto Rico. 

For Hinesville, GA (CBSA 25980), 
which is an urban area without specific 
hospital wage data, we proposed to 
apply the same methodology in 2009 
that we used to impute a wage index 
value in CY 2006, CY 2007, and CY 
2008. Specifically, we proposed to use 
the average wage index value for all 
urban areas within the State of Georgia. 
We are finalizing our proposal, which 
results in a CY 2009 wage index value 
of 0.9110 for the Hinesville-Fort Stewart 
GA CBSA. 

In the CY 2008 PFS final rule with 
comment period (72 FR 66283 through 
66284), we stated that we would 
continue to evaluate existing hospital 
wage data and possibly wage data from 
other sources such as the Bureau of 
Labor Statistics, to determine if other 
methodologies might be appropriate for 
imputing wage index values for areas 
without hospital wage data for CY 2009 
and subsequent years. To date, no data 
from other sources, superior to that 
currently used in connection with the 
IPPS wage index, have emerged. 
Therefore, for ESRD purposes, we 

continue to believe this is an 
appropriate policy. We received no 
comments on this section and are 
finalizing our policies for wage areas 
with no hospital data as proposed. 

iii. Evaluation of Wage Index Policies 
Adopted in the FY 2008 IPPS Final Rule 

We stated in the CY 2008 PFS final 
rule with comment period (72 FR 
66284) that we planned to evaluate any 
policies adopted in the FY 2008 IPPS 
final rule (72 FR 47130, 47337 through 
47338) that affect the wage index, 
including how we treat certain New 
England hospitals under section 601(g) 
of the Social Security Amendments of 
1983 (Pub. L. 98–21). This is relevant for 
the ESRD composite payment system, 
because the ESRD wage index is 
calculated using the same urban/rural 
classification system and computation 
methodology applicable under the IPPS, 
except that it is not adjusted for 
occupational mix and does not reflect 
geographic classifications authorized 
under sections 1886(d)(8) and (d)(12) of 
the Act. We also proposed to use the FY 
2009 wage index data (collected from 
cost reports submitted by hospitals for 
cost reporting periods beginning during 
FY 2005), to compute the ESRD 
composite payment rates effective 
beginning January 1, 2009. 

(1) CY 2009 Classification of Certain 
New England Counties 

We are addressing the change in the 
treatment of ‘‘New England deemed 
counties’’ (that is, those counties in New 
England listed in § 412.64(b)(1)(ii)(B) 
that were deemed to part of urban areas 
under section 601(g) of the Social 
Security Amendments of 1983), that 
were made in the FY 2008 IPPS final 
rule with comment period (72 FR 47337 
through 47338). These counties include 
the following: Litchfield County, 
Connecticut; York County, Maine; 
Sagadahoc County, Maine; Merrimack 
County, New Hampshire; and Newport 
County, Rhode Island. Of these five 
‘‘New England deemed counties’’, three 
(York County, Sagadahoc County, and 
Newport County) are also included in 
the MSAs defined by OMB, and 
therefore, used in the calculations of the 
urban hospital wage index values 
reflected in the ESRD composite 
payment rates. The remaining two 
counties, Litchfield County and 
Merrimack County, are geographically 
located in areas that are considered 
‘‘rural’’ under the current IPPS and 
ESRD composite payment system labor 
market definitions, but have been 
previously deemed urban under the 
IPPS in certain circumstances as 
discussed below. 
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In the FY 2008 IPPS final rule with 
comment period, for purposes of IPPS, 
§ 412.64(b)(1)(ii)(B) was amended such 
that the two ‘‘New England deemed 
counties’’ that are still considered rural 
under the OMB definitions (Litchfield 
County, CT and Merrimack County, NH) 
are no longer considered urban effective 
for discharges occurring on or after 
October 1, 2007, and therefore, are 
considered rural in accordance with 
§ 412.64(b)(1)(ii)(C). For purposes of the 
ESRD wage index, we have recognized 
OMB’s CBSA designations, as well as 
generally followed the policies under 
the IPPS with regard to the definitions 
for ‘‘urban’’ and ‘‘rural’’ for the wage 
index, but we do not to take into 
account IPPS geographic 
reclassifications in determining 
payments under the composite payment 
system. Accordingly, to reflect our 
general policy for the ESRD wage index, 
these two counties will be considered 
‘‘rural’’ under the ESRD composite 
payment system effective with the next 
update of the payment rates on January 
1, 2009, and will no longer be included 
in urban CBSA 25540 (Hartford-West 
Hartford-East Hartford, CT) and urban 
CBSA 31700 (Manchester-Nashua, NH), 
respectively. 

(2) Multi-Campus Hospital Wage Index 
Data 

In the CY 2008 ESRD composite 
payment system final rule (72 FR 
66280), we established ESRD wage 
index values for CY 2008 calculated 
from the same data (collected from cost 
reports submitted by hospitals for cost 
reporting periods beginning during FY 
2004) used to compute the FY 2008 
acute care hospital inpatient wage 
index, without taking into account 
geographic reclassification under 
sections 1886(d)(8) and (d)(10) of the 
Act. However, the IPPS policy that 
apportions the wage data for multi- 
campus hospitals was not finalized 
before the ESRD composite payment 
system final rule. Therefore, the CY 
2008 ESRD wage index values reflected 
the IPPS wage data that were based on 
a hospital’s actual location without 
regard to the urban or rural designation 
of any related or affiliated provider. 
Accordingly, all wage data from 
different campuses of a multi-campus 
hospital were included in the 
calculation of the CBSA wage index of 
the main hospital. In the proposed rule, 
we noted that the IPPS wage data used 
to determine the proposed CY 2009 
ESRD wage index values were 
computed from wage data submitted by 
hospitals for cost reporting periods 
beginning in FY 2005, and reflect our 
policy adopted under the IPPS 

beginning in FY 2008, which apportions 
the wage data for multi-campus 
hospitals located in different labor 
market areas, CBSAs, to each CBSA 
where the campuses are located (see the 
FY 2008 IPPS final rule with comment 
period (72 FR 47317 through 47320)). 
Specifically, under the CY 2009 ESRD 
composite payment system, the wage 
index was computed using IPPS wage 
data (published by hospitals for cost 
reporting periods beginning in 2005, as 
with the FY 2009 IPPS wage index). 
This resulted in the allocation of 
salaries and hours to the campuses of 
two multi-campus hospitals, with 
campuses that are located in different 
labor areas, one in Massachusetts and 
the other is Illinois. The ESRD wage 
index values proposed for CY 2009 in 
the following CBSAs are affected by this 
policy: Boston-Quincy, MA (CBSA 
14484), Providence-New Bedford-Falls 
River, RI-MA (CBSA 39300), Chicago- 
Naperville-Joliet, IL (CBSA 16974), and 
Lake County-Kenosha County, IL-WI 
(CBSA 29404). (Please refer to Addenda 
G and H of this final rule with comment 
period.) 

For CY 2009, we will use the FY 2009 
wage index data (collected from cost 
reports submitted by hospitals for cost 
reporting periods beginning during FY 
2005) to compute the ESRD composite 
payment rates effective beginning 
January 1, 2009. 

Although we solicited comments, we 
did not receive any comments on this 
section and are implementing these 
provisions in this final notice. (For a 
detailed explanation of the multi- 
campus and New England deemed 
counties policies, refer to the CY 2009 
PFS proposed rule (73 FR 38531 
through 38532)). 

c. Budget Neutrality Adjustment 
Section 1881(b)(12)(E)(i) of the Act, as 

added by section 623(d) of the MMA, 
requires that any revisions to the ESRD 
composite rate payment system as a 
result of the MMA provision (including 
the geographic adjustment), be made in 
a budget neutral manner. This means 
that aggregate payments to ESRD 
facilities in CY 2008 should be the same 
as aggregate payments that would have 
been made if we had not made any 
changes to the geographic adjusters. We 
note that this BN adjustment only 
addresses the impact of changes in the 
geographic adjustments. A separate BN 
adjustment was developed for the case- 
mix adjustments currently in effect. As 
we did not propose any changes to the 
case-mix measures for CY 2009, the 
current case-mix BN adjustment will 
remain in effect for CY 2009. As in CY 
2008, for CY 2009, we again proposed 

to apply a BN adjustment factor directly 
to the ESRD wage index values. As 
explained in the CY 2007 PFS final rule 
with comment period (71 FR 69687 
through 69688), we believe this is the 
simplest approach because it allows us 
to maintain our base composite rates 
during the transition from the current 
wage adjustments to the revised wage 
adjustments described previously in this 
section. Because the ESRD wage index 
is only applied to the labor-related 
portion of the composite rate, we 
computed the BN adjustment factor 
based on that proportion (53.711 
percent). 

To compute the final CY 2009 wage 
index BN adjustment factor (1.056689), 
we used the most current FY 2005 pre- 
floor, pre-reclassified, non-occupational 
mix-adjusted hospital data to compute 
the wage index values, treatment counts 
from the most current 2007 outpatient 
claims (paid and processed as of June 
30, 2008), and geographic location 
information for each facility which may 
be found on the Dialysis Facility 
Compare Web page on the CMS Web 
site at http://www.cms.hhs.gov/ 
DialysisFacilityCompare/. The FY 2005 
hospital wage index data for each urban 
and rural locale by CBSA may also be 
accessed on the CMS Web site at http:// 
www.cms.hhs.gov/AcuteInpatientPPS/ 
WIFN/list.asp. The wage index data are 
located in the section entitled, ‘‘FY 2009 
Final Proposed Rule Occupational Mix 
Adjusted and Unadjusted Average 
Hourly Wage and Pre-Reclassified Wage 
Index by CBSA.’’ 

Using treatment counts from the 2007 
claims and facility-specific CY 2008 
composite rates, we computed the 
estimated total dollar amount each 
ESRD provider would have received in 
CY 2008 (the 3rd year of the 4-year 
transition). The total of these payments 
became the target amount of 
expenditures for all ESRD facilities for 
CY 2009. Next, we computed the 
estimated dollar amount that would 
have been paid to the same ESRD 
facilities using the proposed ESRD wage 
index for CY 2009 (the 4th year of the 
4-year transition). The total of these 
payments became the fourth year new 
amount of wage-adjusted composite rate 
expenditures for all ESRD facilities. 
Section 153(a) of the MIPPA updated 
section 1881(b)(12)(G) of the Act and 
revised payments to ESRD facilities. The 
revisions that are effective January 1, 
2009 include an update of 1 percent to 
the composite rate component of the 
payment system, and the establishment 
of a site neutral composite rate to 
hospital-based and independent dialysis 
facilities. We note that when computing 
the 4th year new amount, we did not 
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include the MIPPA provisions because 
they are not budget neutral. 

After comparing these two dollar 
amounts (target amount divided by the 
4th year new amount), we calculated an 
adjustment factor that, when multiplied 
by the applicable CY 2009 ESRD wage 
index value, would result in aggregate 
payments to ESRD facilities that will 
remain within the target amount of 
composite rate expenditures. When 
making this calculation, the ESRD wage 
index floor value of 0.7000 is used 
whenever appropriate. The BN 
adjustment factor for the CY 2009 wage 
index is 1.056689. This figure differs 
slightly from the figure in the proposed 
rule (1.056672) because we have used 
updated hospital wage data and 
treatment counts from the most current 
claims data. 

To ensure BN, we also must apply the 
BN adjustment factor to the wage index 
floor of 0.7000 which results in a 
adjusted wage index floor of 0.7397 
(0.7000 × 1.056689) for CY 2009. 

d. ESRD Wage Index Tables 
The 2009 wage index tables are 

located in Addenda G and H of this final 
rule with comment period. 

6. Application of the Hospital-Acquired 
Conditions Payment Policy for IPPS 
Hospitals to Other Settings 

Value-based purchasing (VBP) ties 
payment to performance through the use 
of incentives based on measures of 
quality and cost of care. The 
implementation of VBP is rapidly 
transforming CMS from being a passive 
payer of claims to an active purchaser 
of higher quality, more efficient health 
care for Medicare beneficiaries. Our 
VBP initiatives include hospital pay for 
reporting (the Reporting Hospital 
Quality Data for the Annual Payment 
Update), physician pay for reporting 
(the Physician Quality Reporting 
Initiative), home health pay for 
reporting, the Hospital VBP Plan Report 
to Congress, and various VBP 
demonstration programs across payment 
settings, including the Premier Hospital 
Quality Incentive Demonstration and 
the Physician Group Practice 
Demonstration. 

The preventable hospital-acquired 
conditions (HAC) payment provision for 
IPPS hospitals is another of our value- 
based purchasing initiatives. The 
principle behind the HAC payment 
provision (Medicare will not provide 
additional payments to IPPS hospitals to 
treat certain preventable conditions 
acquired during a beneficiary’s IPPS 
hospital stay) could be applied to the 
Medicare payment systems for other 
settings of care. Section 1886(d)(4)(D) of 

the Act requires the Secretary to select 
for the HAC IPPS payment provision 
conditions that are: (1) High cost, high 
volume, or both; (2) assigned to a higher 
paying Medicare Severity-Diagnosis 
Related Group (MS–DRG) when present 
as a secondary diagnosis; and (3) could 
reasonably have been prevented through 
the application of evidence-based 
guidelines. Beginning October 1, 2008, 
Medicare can no longer assign an 
inpatient hospital discharge to a higher 
paying MS–DRG if a selected HAC was 
not present, or could not be identified 
based on clinical judgment, on 
admission. That is, the case will be paid 
as though the secondary diagnosis 
related to the HAC was not present. 
Medicare will continue to assign a 
discharge to a higher paying Medicare 
Severity-Diagnosis Related Group (MS– 
DRG) if a selected condition was present 
on admission. 

The broad principle articulated in the 
HAC payment provision for IPPS 
hospitals (that is, Medicare not paying 
more for certain reasonably preventable 
hospital-acquired conditions) could 
potentially be applied to other Medicare 
payment systems for conditions that 
occur in settings other than IPPS 
hospitals. Other possible settings of care 
include, but are not limited to: hospital 
outpatient departments, ambulatory 
surgical centers, SNFs, HHAs, ESRD 
facilities, and physician practices. 
Implementation would be different for 
each setting, as each payment system is 
different and the level of reasonable 
prevention through the application of 
evidence-based guidelines would vary 
for candidate conditions across different 
settings of care. However, alignment of 
incentives across settings of care is an 
important goal for all of our VBP 
initiatives, including the HAC payment 
provision. 

A related application of the broad 
principle behind the HAC payment 
provision for IPPS hospitals could be 
considered through Medicare secondary 
payer policy by requiring the provider 
that failed to prevent the occurrence of 
a preventable condition in one setting to 
pay for all or part of the necessary 
follow up care in a second setting. This 
would help shield the Medicare 
program from inappropriately paying for 
the downstream effects of a reasonably 
preventable condition acquired in the 
first setting but treated in the second 
setting. 

We note that we did not propose new 
Medicare policy in this discussion of 
the possible application of the HAC 
payment policy for IPPS hospitals to 
other settings, as some of these 
approaches may require new statutory 
authority. Instead of proposing policy, 

we solicited public comment on the 
application of the preventable HAC 
payment provision for IPPS hospitals to 
other Medicare payment systems. We 
also stated that we look forward to 
working with stakeholders in the fight 
against all healthcare-associated 
conditions. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Commenters recommended 
that CMS work with technical experts, 
such as physicians and hospitals, to 
determine the impact, burden, and 
accuracy of POA indicator reporting in 
the inpatient setting before it is 
expanded to other settings of care. 
Commenters specifically recommended 
that CMS consider issues of adverse 
selection and access to care for 
vulnerable populations. Many 
commenters had concerns with CMS’ 
authority and ability to implement such 
a policy for the physician office setting. 

Response: We agree that the HAC 
payment provision should be studied to 
determine its impact. We also recognize 
the importance of aligning VBP policy 
across all Medicare payment systems. 
We believe it is appropriate to consider 
policies of not paying more for medical 
care that harms patients or leads to 
complications that could have been 
prevented. For example, we note that 
CMS is currently considering National 
Coverage Determinations (NCDs) for 
three of the National Quality Forum’s 
Serious Reportable Events: (1) Surgery 
on the wrong body part, (2) surgery on 
the wrong patient, and (3) wrong 
surgery performed on a patient. NCDs 
can address physician services as well 
as institutional services. We will work 
with stakeholders as we move forward 
in combating healthcare-associated 
conditions in all Medicare payment 
settings. Any additional policies, within 
statutory authority, addressing these 
issues would be proposed through 
notice and comment rulemaking. 

Comment: Some commenters stated 
that CMS may need to implement a 
Present on Admission (POA)-type 
indicator to recognize healthcare- 
acquired conditions in the physician 
office and ESRD settings of care, similar 
to the IPPS POA indicator. 

Response: We agree that a POA-type 
indicator would aid in determining the 
onset of a healthcare-acquired 
condition. We welcome the opportunity 
to work with stakeholders to consider 
expansion of a POA-type indicator to all 
Medicare settings of care. We look 
forward to working with entities such as 
the National Uniform Billing Committee 
(NUBC) on the implementation of a 
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POA-type indicator for all settings of 
care. 

Comment: Many commenters 
identified attribution of a healthcare- 
acquired condition to an individual 
physician who is broadly managing the 
patient’s care as a challenge in 
expanding the principle behind the 
HAC payment provision to the 
physician office setting. Some 
commenters noted that several 
physicians may be responsible for the 
care of a patient, therefore attribution of 
the adverse event to a single physician 
may be difficult. 

Response: We recognize that because 
health care is delivered by a team of 
professionals, several providers could 
potentially share responsibility for the 
occurrence of a healthcare-associated 
condition. We have extensive 
experience in testing various attribution 
methodologies in our cost of care 
measurement initiative. We refer readers 
to section III.C. of this final rule with 
comment period (section 131(c) of the 
MIPPA) for further discussion of 
attribution. 

Comment: Some commenters 
expressed concern regarding 
implementation of the Medicare 
secondary payer policy to hold the 
provider in which a health-care 
associated condition occurred liable for 
the cost of subsequent care required to 
treat the condition. 

Response: We appreciate the 
comments regarding MSP policy and 
payment for health-care associated 
conditions in downstream care settings. 
We look forward to further exploring 
these issues with stakeholders. 

Comment: A few commenters 
recognized that the HAC payment 
provision targets a portion of an MS- 
DRG payment and were unsure how this 
concept could be transferred to the 
physician office setting. Further, several 
commenters mentioned bundled or 
global payment as a more rational way 
to pay for Medicare services, which 
could obviate the need for a healthcare- 
acquired condition payment provision. 

Response: As commenters noted, the 
HAC payment provision prohibits 
payment for a portion of the MS-DRG 
when a HAC occurs in the inpatient 
setting. In that the HAC payment 
provision results in payment being 
adjusted to a lower level of payment, the 
basic payment concept could be made 
applicable to other Medicare payment 
settings. Implementation of such 
policies would likely depend on the 
specific coding and payment systems 
used for each payment system. 

Comment: Several commenters 
expressed the need to adjust for patient- 
specific factors like severity of illness 

and patient compliance. A few 
commenters stated that unlike the 
inpatient setting, the physician office 
setting does not lend itself to close 
monitoring of patient compliance. 

Response: We recognize that certain 
beneficiaries may pose a greater risk of 
contracting a healthcare-acquired 
condition. We also note that providers 
must carefully consider those risk 
factors to avoid preventable conditions. 
We refer readers to the FY 2009 
Inpatient Prospective Payment System 
final rule (73 FR 48487 through 48488 
(http://edocket.access.gpo.gov/2008/ 
pdf/E8-17914.pdf)) where we discussed 
risk-adjustment as a potential 
enhancement to the IPPS HAC 
provision. 

Comment: Many commenters believe 
that it could be more effective to combat 
healthcare-acquired conditions by 
adjusting payments based on a 
provider’s rates of healthcare-associated 
conditions rather than to directly adjust 
the payment for an individual service. 

Response: We agree that capturing 
rates of healthcare-associated conditions 
and using those rates for performance- 
based payment may be a more 
sophisticated and effective way to adjust 
payment. Rates of healthcare-associated 
conditions may be good candidates as 
possible quality measures for VBP 
programs like the PQRI as discussed in 
more detail in section II.O. of this final 
rule with comment period. Further, the 
ESRD pay-for-performance program and 
the forthcoming Physician VBP Plan 
Report to Congress may also address 
healthcare-associated conditions. 

Comment: Commenters raised 
concern regarding the use of financial 
incentives to combat healthcare- 
associated conditions. Many 
commenters suggested that CMS should 
encourage compliance with evidence- 
based guidelines rather than use direct 
payment adjustments to address 
healthcare-associated conditions in the 
physician office setting. 

Response: We agree that it is 
important for Medicare providers to 
provide care that is consistent with 
evidence-based guidelines. We intend to 
consider all of our statutory and 
regulatory authorities, including the 
implementation of quality measures and 
payment adjustments, to encourage 
provision of care that is consistent with 
evidence-based guidelines. We look 
forward to working with stakeholders to 
further identify and apply available 
methods to combat healthcare-acquired 
conditions. 

Comment: Many commenters 
supported the alignment of incentives 
across all Medicare settings of care. 

Response: We appreciate the public’s 
support of our efforts to align incentives 
across all Medicare payment settings. 
We look forward to working with 
stakeholders to expand VBP initiatives 
in all Medicare payment settings. 
Further, we intend to host a public 
listening session toward the end of CY 
2008 to discuss the expansion of the 
HAC payment provision, specifically 
targeting both the inpatient and hospital 
outpatient department (HOPD) settings 
of care. 

I. Independent Diagnostic Testing 
Facility (IDTF) Issues 

In the CY 2007 and 2008 PFS final 
rules with comment period, we 
established performance standards for 
suppliers enrolled in the Medicare 
program as an IDTF (71 FR 69695 and 
72 FR 66285). These standards were 
established to improve the quality of 
care for diagnostic testing furnished to 
Medicare beneficiaries by a Medicare- 
enrolled IDTF and to improve our 
ability to verify that these suppliers 
meet minimum enrollment criteria to 
enroll or maintain enrollment in the 
Medicare program. These performance 
standards were established at § 410.33. 
In the proposed rule, we proposed to 
expand on the quality and program 
safeguard activities that we 
implemented previously. 

1. Improving Quality of Diagnostic 
Testing Services Furnished by Physician 
and Nonphysician Practitioner 
Organizations 

During the CY 2008 PFS proposed 
rule comment period, we received 
comments requesting that we require 
that the IDTF performance standards 
adopted in § 410.33, including 
prohibitions regarding the sharing of 
space and leasing/sharing arrangements, 
apply to physicians and nonphysician 
practitioners (NPPs) who are furnishing 
diagnostic testing services for Medicare 
beneficiaries, and who have enrolled in 
the Medicare program as a clinic, group 
practice, or physician’s office. The 
commenters stated that standards for 
imaging services were not applied 
consistently for all imaging centers and 
that two distinct compliance and 
regulatory standards would emerge 
depending on how the similarly situated 
imaging centers were enrolled. In 
addition, one commenter stated that we 
should not prohibit space sharing when 
done with an adjoining physician 
practice or radiology group that is an 
owner of an IDTF. Because these 
comments were outside of the scope of 
the provisions in the CY 2008 PFS 
proposed rule, we were not able to take 
action regarding these comments in the 
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CY 2008 PFS final rule with comment 
period. 

In the CY 2009 PFS proposed rule, we 
stated that we are concerned that— 

• Certain physician entities, 
including physician group practices, 
and clinics, can enroll as a group 
practice or clinic and furnish diagnostic 
testing services without the benefit of 
qualified nonphysician personnel, as 
defined in § 410.33(c), to conduct 
diagnostic testing. 

• Some physician entities expect to 
furnish diagnostic testing services for 
their own patients and the general 
public and are making the decision to 
enroll as a group or clinic thereby 
circumventing the performance 
standards found in the IDTF 
requirements in § 410.33. 

• Some physician organizations are 
furnishing diagnostic tests using mobile 
equipment provided by an entity that 
furnishes mobile diagnostic services. 

Therefore, we proposed certain 
exceptions to the established 
performance standards found in 
§ 410.33(g) because we believe that 
physician organizations already meet or 
exceed some of these standards. For 
example, their liability insurance 
coverage usually far exceeds the 
$300,000 per incident threshold, and 
there are a host of ways in which 
patients may make clinical complaints 
concerning their physicians. In 
addition, we believe that compliance 
with some of the performance standards 
would be costly and burdensome and 
possibly limit beneficiary access, 
particularly in rural or medically 
underserved areas. For these reasons, 
we proposed that physician entities do 
not need to comply with the following 
standards: 

• Maintaining additional 
comprehensive liability insurance for 
each practice location as required under 
§ 410.33(g)(6). 

• Maintaining a formal clinical 
complaint process as required under 
§ 410.33(g)(8). 

• Posting IDTF standards as required 
under § 410.33(g)(9). 

• Maintaining a visible sign posting 
business hours as required under 
§ 410.33(g)(14)(ii). 

• Separately enrolling each practice 
location as required under 
§ 410.33(g)(15)(i). 

Accordingly, we proposed to add 
§ 410.33(j) which states that, ‘‘A 
physician or NPP organization (as 
defined in § 424.502) furnishing 
diagnostic testing services, except 
diagnostic mammography services: (1) 
Must enroll as an independent 
diagnostic testing facility for each 
practice location furnishing these 

services; and (2) is subject to the 
provisions found in § 410.33, except for 
§ 410.33(g)(6), § 410.33(g)(8), 
§ 410.33(g)(9), § 410.33(g)(14)(ii), and 
§ 410.33(g)(15)(i).’’ As discussed in 
section II.J. of this preamble, we 
proposed to define a ‘‘physician or 
nonphysician practitioner organization’’ 
as any physician or NPP entity that 
enrolls in the Medicare program as a 
sole proprietorship or organizational 
entity such as a clinic or group practice. 

We maintained that this enrollment 
requirement is necessary to ensure that 
beneficiaries are receiving the quality of 
care that can only be administered by 
appropriately licensed or credentialed 
nonphysician personnel as described in 
§ 410.33(c). Moreover, we proposed that 
physician or NPP organizations that do 
not enroll as an IDTF and meet the 
provisions at § 410.33 may be subject to 
claims denial for diagnostic testing 
services or a revocation of their billing 
privileges. 

We solicited comments on whether 
we should consider establishing 
additional exceptions to the established 
performance standards in § 410.33(g) for 
physician and NPP organizations 
furnishing diagnostic testing services. 
We stated in the proposed rule that 
while we believe that most physician 
and NPP organizations utilize 
nonphysician personnel described in 
§ 410.33(c) to furnish diagnostic testing 
services, we also solicited comments on 
whether physician or NPPs conduct 
diagnostic tests without benefit of 
qualified nonphysician personnel and 
under what circumstances the testing 
occurs. 

While we proposed to apply the IDTF 
requirement to all diagnostic testing 
services furnished in physicians’ offices, 
we stated that we were considering 
whether to limit this enrollment 
requirement to less than the full range 
of diagnostic testing services, such as to 
procedures that generally involve more 
costly testing and equipment. We 
solicited comments about whether the 
policy should apply only to imaging 
services or whether it should also 
include other diagnostic testing services 
such as electrocardiograms or other 
diagnostic testing services frequently 
furnished by primary care physicians. 
Within the scope of imaging services, 
we solicited comments about whether 
the policy should be limited to 
advanced diagnostic testing procedures 
which could include diagnostic 
magnetic resonance imaging, computed 
tomography, and nuclear medicine 
(including positron emission 
tomography), and other such diagnostic 
testing procedures described in section 
1848(b)(4)(B) of the Act (excluding X- 

ray, ultrasound, and fluoroscopy). We 
also solicited comments on what would 
be appropriate criteria to limit this 
provision. 

Finally, since these changes, if 
adopted, would take time to implement 
for suppliers that have enrolled in the 
Medicare program, we proposed an 
effective date of September 30, 2009, 
rather than the effective date of the final 
rule with comment period. For newly 
enrolling suppliers, we proposed the 
effective date of this rule which is 
January 1, 2009. 

With the enactment of section 135 of 
the MIPPA legislation and after 
reviewing public comments, we are 
deferring the implementation of these 
proposals while we continue to review 
the public comments received on this 
provision and we will consider 
finalizing this provision in a future 
rulemaking effort if we deem it 
necessary. Section 135 of the MIPPA 
requires that the Secretary establish an 
accreditation process for those entities 
furnishing advanced diagnostic testing 
procedures which include diagnostic 
magnetic resonance imaging, computed 
tomography, and nuclear medicine 
(including positron emission 
tomography), and other such diagnostic 
testing procedures described in section 
1848(b)(4)(B) of the Act (excluding X- 
ray, ultrasound, and fluoroscopy) by 
January 1, 2012. 

Accordingly, we are not adopting our 
proposal to require physicians and NPPs 
to meet certain quality and performance 
standards when providing diagnostic 
testing services, except mammography 
services, within their medical practice 
setting and have removed the 
paperwork burden and regulatory 
impact analysis associated with this 
provision in this final rule with 
comment period. 

2. Mobile Entity Billing Requirements 

To ensure that entities furnishing 
mobile services are providing quality 
services and are billing for the 
diagnostic testing services they furnish 
to Medicare beneficiaries, we proposed 
a new performance standard for mobile 
entities at § 410.33(g)(16), which would 
require that entities furnishing mobile 
diagnostic services enroll in Medicare 
and bill directly for the mobile 
diagnostic services that they furnish, 
regardless of where the services are 
furnished. We believe that entities 
furnishing mobile diagnostic services to 
Medicare beneficiaries must be enrolled 
in the Medicare program, comply with 
the IDTF performance standards, and 
directly bill Medicare for the services 
they furnish. 
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While we understand that a mobile 
entity can furnish diagnostic testing 
services in various types of locations, 
we stated that we believe that it is 
essential that mobile entities use 
qualified physicians or nonphysician 
personnel to furnish diagnostic testing 
procedures and that the enrolled mobile 
supplier bill for the services furnished. 
We maintain that it is essential to our 
program integrity and quality 
improvement efforts that an entity 
furnishing mobile diagnostic testing 
services complies with the performance 
standards for IDTFs and bill the 
Medicare program directly for the 
services furnished to Medicare 
beneficiaries. 

Since we believe that most mobile 
entities are already billing for the 
services they furnish, whether the 
service was provided in a fixed-based 
location or in a mobile facility, we 
proposed that this provision would be 
effective with the effective date of this 
final rule with comment period. 

Comment: Several commenters 
supported our proposal to require 
mobile diagnostic service providers to 
enroll in Medicare as IDTFs and to be 
required to bill Medicare directly for the 
TC services they furnish. 

Another commenter stated that this 
provision creates a single, universal 
quality standard for outpatient imaging 
that eliminates any possible inequity in 
standards that could exist between 
office-based imaging and IDTF imaging. 

Several other commenters support the 
concept that all providers and suppliers 
serving Medicare beneficiaries must be 
enrolled to be eligible to receive 
payments from Medicare, directly or 
indirectly. 

Response: We agree with these 
comments and thank the commenters 
for their support. 

Comment: One commenter stated that 
this provision would eliminate two 
distinct and unfair competitive 
advantages that mobile cardiac nuclear 
imaging providers enjoy under existing 
regulations. One advantage is the ability 
to operate under a ‘‘mobile’’ Nuclear 
Regulatory Commission Radioactive 
Materials license, which does not 
require the same regulatory filings as 
fixed-site cardiac nuclear medicine 
laboratories, and in the case of some 
state Radioactive Materials licenses, it 
does not subject the mobile provider to 
the same pre-opening inspections that 
the fixed sites are subject to. Second, 
some mobile providers are able to 
secure accreditation from certain 
accrediting agencies that furnish a 
global, or ‘‘hub’’, accreditation 
certification. 

Response: We thank the commenter 
for its support. 

Comment: One commenter stated that 
our proposal to require mobile providers 
to enroll in Medicare as IDTFs, be 
subject to all IDTF performance 
standards, and to bill Medicare directly, 
not only would it create a single, 
universal standard for quality among all 
imaging providers, but would also level 
the playing field in the competitive 
market for management services for 
companies which provide high quality 
fixed site programs for Medicare- 
enrolled physician practices and their 
Medicare enrollees. 

Response: We appreciate the 
comments and thank the commenter for 
their support. 

Comment: One commenter supports 
the proposal requiring these entities to 
enroll in Medicare and as such, for them 
to be required to abide by applicable 
Medicare policies. The commenter 
continued to state that they do not 
oppose the direct billing requirement 
but that if the proposal is finalized, CMS 
needs to provide a great amount of 
detail in how the provision will work 
and its impact on hospital billing 
practices. 

Response: We have revised the 
provision at § 410.33(g)(17) for those 
IDTFs that are billing under 
arrangement with hospitals as described 
in section 1862(a)(14)of the Act and 
§ 482.12(e). 

Comment: Several commenters urged 
CMS to clarify that its proposal to 
require mobile testing entities to bill 
directly for services they furnish would 
not apply when such services are 
furnished ‘‘under arrangement to 
hospital inpatients and outpatients.’’ In 
addition, these commenters 
recommended that mobile diagnostic 
testing facilities that furnish these 
services to hospitals be excluded from 
the proposed IDTF performance 
standards. 

Response: Although we are requiring 
all mobile entities that furnish 
diagnostic testing services to enroll in 
the Medicare program, we are not 
requiring mobile testing entities to bill 
directly for the services they furnish 
when such services are furnished under 
arrangement with hospitals as described 
in sections 1861(w)(1) and 1862(a)(14)of 
the Act and § 482.12(e). 

Comment: One commenter urges CMS 
to exclude from the definition of entities 
furnishing mobile diagnostic testing 
services those entities that do the 
following: lease equipment and provide 
technicians who conduct diagnostic 
tests in the office of the billing 
physician or physician organization; 
and furnish testing under the 

supervision of a physician who shares 
an office with the billing physician or 
physician organization. 

Response: We disagree with the 
commenter. We maintain that a mobile 
entity providing diagnostic testing 
services must enroll for any diagnostic 
imaging services that it furnishes to a 
Medicare beneficiary, regardless of 
whether the service is furnished in a 
mobile or fixed base location so that 
CMS knows which entity is providing 
these diagnostic testing services. 

Comment: One commenter stated that 
the proposed IDTF performance 
standard is contrary to the Medicare 
‘‘under arrangement’’ provisions and if 
the IDTF performance standard were 
extended into the hospital setting, it 
would prohibit hospitals from providing 
diagnostic imaging services under 
arrangement and present significant 
administrative and operational 
challenges for hospitals and their 
patients. 

Response: We agree and have revised 
the provision to account for mobile 
IDTFs billing under arrangement with 
hospitals as described in sections 
1861(w)(1) and 1862(a)(14)of the Act 
and § 482.12(e). 

Comment: Several commenters 
requested that we not require mobile 
units that furnish diagnostic testing 
services to enroll in Medicare or be 
required to bill for all of the services 
they furnish. 

Response: We disagree with the 
commenters. In order to maintain 
program integrity and enable CMS to 
monitor services furnished by mobile 
units providing diagnostic testing 
services, we maintain that a mobile 
entity providing diagnostic testing 
services must enroll for diagnostic 
imaging services that it furnishes to a 
Medicare beneficiary, regardless of 
whether the service is furnished in a 
mobile or fixed base location. We are 
requiring these mobile IDTFs to bill for 
the services that they furnish unless 
they are billing under arrangement with 
hospitals. 

Comment: One commenter stated the 
contractual arrangement between 
mobile diagnostic imaging services 
companies and hospitals are 
commonplace throughout the United 
States health care industry and these 
long-standing arrangements, which can 
be short-term or long-term depending 
upon hospital demand, service a variety 
of important needs within the hospital 
and provider community, including a 
valuable means to address capacity, 
volume and equipment cost issue and 
limitations imposed by State Certificate 
of Need (CON) requirements. 
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Response: We understand the 
commenters’ concerns and we are 
requiring these mobile IDTFs to bill for 
the services that they furnish unless 
they are billing under arrangement with 
hospitals. 

Comment: One commenter suggested 
that we should provide clear and 
concise guidance on billing protocols 
that permit hospitals to continue billing 
for mobile diagnostic testing services 
furnished as inpatient and outpatient 
hospital services and allow 
informational billing (that is, no 
payment impact) by the mobile entities 
through the use of a billing modifier. 

Response: We believe these comments 
are outside the scope of the rule. 

Comment: One commenter does not 
support a restriction of an enrolled 
provider/supplier that would preclude 
them from arrangements that are 
allowed under the purchased diagnostic 
test or purchased interpretation rules 
due to their method of connecting a 
patient with testing equipment. 

Response: We understand the 
commenters’ concerns and we are 
requiring these mobile IDTFs to bill for 
the services they furnish unless they are 
billing under arrangement with 
hospitals. 

Comment: One commenter states that 
they believe that the provision of 
diagnostic and other therapeutic 
services by a contracted provider to 
registered inpatients and outpatients is 
fully consistent with longstanding 
Medicare provisions expressly 
permitting hospitals to furnish services 
directly or ‘‘under arrangements,’’ and 
that the mobile entities that may furnish 
these services under arrangement would 
not bill directly for their services but 
would be under the control of another 
entity. 

Response: We agree with the 
commenter and although we are 
requiring all mobile entities that provide 
diagnostic testing services to enroll in 
the Medicare program, we are not 
requiring mobile testing entities to bill 
directly for the services they furnish 
when such services are furnished under 
arrangement to hospitals. 

After reviewing public comments, we 
are finalizing the provision at 
§ 410.33(g)(16), which would require 
that entities furnishing mobile 
diagnostic services enroll in Medicare 
program as an IDTF regardless of where 
the services are furnished. By enrolling 
in the Medicare program, CMS or our 
contractor can determine if the mobile 
IDTF meets all of the performance 
standards found in § 410.33(g) and that 
its owners are not otherwise excluded or 
barred from participation in the 
Medicare program. We believe that 

requiring mobile IDTFs to enroll in 
order to furnish services to Medicare 
beneficiaries is consistent with the 
existing enrollment regulation found at 
§ 424.505 which states that to receive 
payment for covered Medicare items or 
services from either Medicare or a 
Medicare beneficiary, a provider or 
supplier must be enrolled in the 
Medicare program. Moreover, by 
requiring mobile IDTFs to enroll in 
order to furnish services to Medicare 
beneficiaries, the Medicare contractor 
will be able to certify that mobile IDTFs 
are in compliance with the requirements 
for enrolling and maintaining 
enrollment set forth at § 424.520. 
Finally, the owner of a mobile IDTF is 
responsible for ensuring that the mobile 
IDTF meets all applicable regulatory 
requirements to maintain their 
enrollment in the Medicare program. 

In addition, we are finalizing the 
provision at § 410.33(g)(17) requiring 
that mobile diagnostic services bill for 
the mobile diagnostic services that they 
furnish, unless the mobile diagnostic 
service is part of a hospital service and 
furnished under arrangement with that 
hospital as described in section 
1862(a)(14)of the Act and § 482.12(e). To 
ensure that IDTFs are actually 
furnishing services under arrangement 
with a hospital, we will require that 
mobile IDTFs provide documentation of 
the arrangement with their initial or 
revalidation enrollment application, or 
change in enrollment application. 

3. Revocation of Enrollment and Billing 
Privileges of IDTFs in the Medicare 
Program 

Historically, we have allowed IDTFs 
whose Medicare billing numbers have 
been revoked to continue billing for 
services furnished prior to revocation 
for up to 27 months after the effective 
date of the revocation. Since we believe 
that permitting this extensive billing 
period poses a significant risk to the 
Medicare program, we proposed to limit 
the claims submission timeframe after 
revocation. In § 424.535(g) (redesignated 
as § 424.535(g)), we proposed that a 
revoked IDTF must submit all 
outstanding claims for not previously 
submitted items and services furnished 
within 30 calendar days of the 
revocation effective date. We stated that 
this change is necessary to limit the 
Medicare program’s exposure to future 
vulnerabilities from physician and NPP 
organizations and individual 
practitioners that have had their billing 
privileges revoked. Accordingly, the 
proposed change would allow a 
Medicare contractor to conduct focused 
medical review on the claims submitted 
during the claims filing period to ensure 

that each claim is supported by medical 
documentation that the contractor can 
verify. We maintain that focused 
medical review of these claims will 
ensure that Medicare only pays for 
services furnished by a physician or 
NPP organization or individual 
practitioner and that these entities and 
individuals receive payment in a timely 
manner. In addition, we also proposed 
to add a new provision at § 424.44(a)(3) 
to account for this provision related to 
the requirements for the timely filing of 
claims. The timely filing requirements 
in § 424.44(a)(1) and (a)(2) will no 
longer apply to physician and NPP 
organizations, physicians, NPPs and 
IDTFs whose billing privileges have 
been revoked by CMS. 

Comment: Several commenters 
recommended that we withdraw all of 
our proposed changes to the 
requirements for physician enrollment 
in Medicare, including changes to the 
effective date of billing privileges, 
eligibility to participate in the program, 
enrollment processing, reporting 
requirements, and revocation of billing 
privileges. Many of the commenters 
were concerned that it would be 
burdensome to add new requirements 
where they must submit all claims 
within 60 days of the effective date of 
revocation because of the time it takes 
to process claims and that it would be 
easier to leave the retrospective billing 
rules as they are. 

Response: We are not adopting this 
recommendation. Instead, we will 
respond to the specific comments 
received in response to our specific 
proposals. 

Comment: Several commenters 
requested that we make no revisions to 
current physician and NPP enrollment 
rules at this time. 

Response: We are not adopting this 
recommendation. Instead, we will 
respond to the specific comments 
received in response to our specific 
proposals. 

After reviewing public comments, we 
are finalizing the provisions found at 
§ 424.535(h) (formerly § 424.535(g)) that 
require a revoked physician 
organization, a physician, a NPP, or an 
IDTF to submit all outstanding claims 
not previously submitted within 60 
calendar days of the revocation effective 
date. Since IDTFs are already afforded 
approximately 30 days notification 
before the effective date of revocation 
(except for revocations identified in 
§ 405.874(b)(2) and § 424.535(f) of this 
final rule), we believe that almost 90 
days is more than sufficient time to file 
any outstanding claims. 

In addition, we are finalizing the 
provisions found at § 424.44(a) related 
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to the requirements for the timely filing 
of claims. The timely filing 
requirements in § 424.44(a)(1) and (a)(2) 
will no longer apply to physician and 
NPP organizations, physicians, NPPs or 
IDTFs. We revised this provision so that 
it is consistent with § 424.521 which 
limits the ability of these suppliers to 
bill Medicare retrospectively. 

J. Physician and Nonphysician 
Practitioner (NPP) Enrollment Issues 

1. Effective Date of Medicare Billing 
Privileges 

In accordance with § 424.510, 
physician and NPP organizations (that 
is, groups, clinics, and sole owners) and 
individual practitioners including 
physicians and NPPs, operating as sole 
proprietorships or reassigning their 
benefits to a physician and 
nonphysician organization may submit 
claims as specified in § 424.44 after they 
are enrolled in the Medicare program. 
This provision permits newly enrolled 
physician and NPP organizations and 
individual practitioners, as well as 
existing physicians and nonphysician 
organizations and individual 
practitioners to submit claims for 
services that were furnished prior to the 
date of filing or the date the applicant 
received billing privileges to participate 
in the Medicare program. 

For the purposes of this final rule 
with comment period, we believe that 
an NPP includes, but is not limited to, 
the following individuals: 
anesthesiology assistants, audiologists, 
certified nurse midwives, certified 
registered nurse anesthetists (CRNA), 
clinical social workers, nurse 
practitioners (NPs), physician assistants 
(PAs), clinical psychologists, 
psychologists billing independently, 
speech language pathologists, and 
registered dieticians or nutrition 
professionals. 

Once enrolled, physician and NPP 
organizations and individual physicians 
and NPPs, depending on their effective 
date of enrollment, may retroactively 
bill the Medicare program for services 
that were furnished up to 27 months 
prior to being enrolled to participate in 
the Medicare program. For example, if 
a supplier is enrolled in the Medicare 
program in December 2008 with an 
approval date back to October 2006, that 
supplier could retrospectively bill for 
services furnished to Medicare 
beneficiaries as early as October 1, 2006. 

Currently, physician and NPP 
organizations and individual 
practitioners, including physicians and 
NPPs, are allowed to bill Medicare prior 
to their enrollment date. Therefore, it is 
possible that the physician and NPP 

organizations and individual 
practitioners who meet our program 
requirements on the date of enrollment 
may not have met those same 
requirements prior to the date of 
enrollment, even though that supplier 
could bill Medicare and receive 
payments for services furnished up to 
27 months prior to their enrolling in the 
Medicare program. In the proposed rule, 
we stated our concern that some 
physician and NPP organizations and 
individual practitioners may bill 
Medicare for services when they are not 
meeting our other program 
requirements, including those related to 
providing beneficiary protections, such 
as Advance Beneficiary Notices. 

We solicited public comment on two 
approaches for establishing an effective 
date for Medicare billing privileges for 
physician and NPP organizations and 
for individual practitioners. 

The first approach would establish 
the initial enrollment date for physician 
and NPP organizations and for 
individual practitioners, including 
physician and NPPs, as the date of 
approval by a Medicare contractor. This 
approach would prohibit physician and 
NPP organizations and individual 
practitioners from billing for services 
furnished to a Medicare beneficiary 
before they are approved and enrolled 
by a designated Medicare contractor to 
participate in the Medicare program and 
Medicare billing privileges are conveyed 
to their National Provider Identifier 
(NPI). Physicians and NPPs are eligible 
for NPIs and may apply for their NPIs 
at any time. To enroll in Medicare, a 
physician or NPP must have an NPI. If 
an enrollment application is received 
that is absent the NPI, it will be rejected. 
The NPI regulation, at 45 CFR 
162.410(a)(1), requires a health care 
provider who is a covered entity under 
HIPAA to obtain an NPI. At 45 CFR 
162.410(b), the NPI regulation states that 
a health care provider who is not a 
covered entity under HIPAA may obtain 
an NPI. The definition of ‘‘health care 
provider’’ is found at 45 CFR 160.103. 
The preamble of the NPI final rule (69 
FR 3450) states that HIPAA does not 
prohibit a health plan from requiring its 
enrolled health care providers to obtain 
NPIs if those health care providers are 
eligible for NPIs (that is, that they meet 
the definition of ‘‘health care 
provider’’). With exceptions for the two 
entities that are eligible to enroll in 
Medicare but are not eligible for NPIs, 
Medicare requires all providers, 
including physicians and NPPs, who 
apply for enrollment to have NPIs, and 
to report them on their Medicare 
enrollment applications. When applying 
for NPIs, providers indicate they are one 

of the following: An Entity type 1 (an 
individual person, such as a physician 
or an NPP, to include a sole proprietor/ 
sole proprietorship); or an Entity type 2 
(an organization, which is any legal 
entity other than an individual). 

The date of approval is the date that 
a designated Medicare contractor 
determines that the physician or NPP 
organization or individual practitioner 
meets all Federal and State 
requirements for their supplier type 

Given this first approach, in proposed 
§ 424.520, we stated that we may 
implement regulations text that reads 
similar to: ‘‘The effective date of billing 
privileges for physician and NPP 
organizations and individual 
practitioners, including physicians and 
NPPs, is the date a Medicare contractor 
conveys billing privileges to a NPI.’’ 

We also stated in the CY 2009 PFS 
proposed rule that we believe that this 
approach— 

• Prohibits physicians, NPP 
organizations, and individual 
practitioners from receiving payments 
before a Medicare contractor conveys 
Medicare billing privileges to an NPI (69 
FR 3434); 

• Is consistent with our requirements 
in § 489.13 for those providers and 
suppliers that require a State survey 
prior to being enrolled and the 
requirements for durable medical 
equipment, prosthetics, orthotics, and 
supplies (DMEPOS) suppliers in 
§ 424.57(b)(2); 

• Is consistent with our requirements 
for providers identified in § 400.202 and 
surveyed suppliers that are allowed to 
bill for services only after they are 
approved to participate in the Medicare 
program. Surveyed suppliers are those 
suppliers who have been certified by 
either CMS or a State certification 
agency and are in compliance with 
Medicare requirements. Surveyed 
suppliers may include ASCs or portable 
x-ray suppliers; and 

• Ensures that we are able to verify a 
supplier’s qualifications, including 
meeting any performance standards 
before payment for services can occur. 

The second approach would establish 
the initial enrollment date for physician 
and NPP organizations and individual 
practitioners, including physician and 
NPPs, as the later of: (1) The date of 
filing of a Medicare enrollment 
application that was subsequently 
approved by a fee-for-service (FFS) 
contractor; or (2) the date an enrolled 
supplier first started furnishing services 
at a new practice location. The date of 
filing the enrollment application is the 
date that the Medicare FFS contractor 
receives a signed Medicare enrollment 
application that the Medicare FFS 
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contractor is able to process to approval. 
This option would allow a supplier that 
is already seeing non-Medicare patients 
to start billing for Medicare patients 
beginning on the day they submit an 
enrollment application that can be fully 
processed. In contrast to the first option, 
newly enrolling physicians and NPP 
organizations, and individual 
practitioners or physician and NPP 
organizations and individual 
practitioners that are establishing or 
changing a practice location would be 
allowed to bill the Medicare program for 
services furnished to Medicare 
beneficiaries on or after the date of filing 
if a Medicare contractor approves 
Medicare billing privileges and conveys 
billing privileges to an NPI. It is also 
important to note that if a Medicare 
contractor rejects or denies an 
enrollment application, then the 
physician or NPP organization or 
individual practitioner is at risk of not 
receiving payment for any services 
furnished after the date of filing. 

Given this second approach, in 
proposed § 424.520, we stated that we 
may implement regulations text that 
reads similar to: ‘‘The effective date of 
billing privileges for physician and NPP 
organizations and for individual 
practitioners, physicians and NPPs, is 
the later of—(1) The filing date of the 
Medicare enrollment application that 
was subsequently approved by a FFS 
contractor; or (2) The date that the 
physician or NPP organization or 
individual practitioner first furnished 
services at a new practice location.’’ 

We also stated in the CY 2009 PFS 
proposed rule that we believe that this 
approach— 

• Prohibits physician and NPP 
organizations and individual 
practitioners, including physician and 
NPPs, from receiving payments before a 
Medicare contractor conveys Medicare 
billing privileges to an NPI (69 FR 
3434); 

• Is consistent with our requirements 
found at § 410.33(i) that limit the 
retrospective billing for IDTFs and 
ensures that Medicare billing privileges 
are conveyed to physician and NPP 
organizations and to individual 
physicians and NPPs in a similar 
manner similar to IDTFs; and 

• Addresses the public’s concern 
regarding contractor processing 
timeliness while appropriately ensuring 
that Medicare payments are made to 
physician and NPP organizations and to 
individual physicians and NPPs who 
have enrolled in a timely manner. 

We maintain that it is not possible to 
verify that a supplier has met all of 
Medicare’s enrollment requirements 
prior to submitting an enrollment 

application. Therefore, the Medicare 
program should not be billed for 
services before the later of the two dates 
that a physician or NPP organization, 
physician, or NPP has submitted an 
enrollment application that can be fully 
processed or when the enrolled supplier 
is open for business. 

To assist physician and NPP 
organizations and individual 
practitioners in enrolling and updating 
their existing enrollment record, we 
established an Internet-based 
enrollment process known as the 
Internet-based Provider Enrollment, 
Chain and Ownership System (PECOS) 
that is more streamlined and efficient 
than the traditional paper-application 
enrollment method. 

By using Internet-based PECOS, we 
expect that physician and NPP 
organizations and individual 
practitioners will be able to reduce the 
time necessary to enroll in the Medicare 
program or to make a change in their 
Medicare enrollment record by reducing 
common errors in the application 
submission process. We expect that 
Medicare contractors will fully process 
most complete Internet-based PECOS 
enrollment applications within 30 to 45 
calendar days compared to 60 to 90 
calendar days in the current paper- 
based enrollment process. Thus, if 
physician and NPP organizations and 
individual practitioners enroll in the 
Medicare program or make a change in 
their existing Medicare enrollment 
using Internet-based PECOS and submit 
required supporting documentation, 
including a signed certification 
statement, licensing and education 
documentation, and, if necessary, the 
electronic funds transfer authorization 
agreement (CMS–588) 45 days before 
their effective date, a Medicare 
contractor should be able to process the 
enrollment application without a delay 
in payment. 

The date of filing for Internet-based 
PECOS will be the date the Medicare 
FFS contractor receives all of the 
following: (1) A signed certification 
statement; (2) an electronic version of 
the enrollment application; and (3) a 
signature page that the Medicare FFS 
contractor processes to approval. 

In § 424.502, we also proposed to 
define a physician and NPP 
organization to mean any physician or 
NPP entity that enrolls in the Medicare 
program as a sole proprietorship or 
organizational entity such as a clinic or 
a group practice. In addition to 
establishing an organizational structure 
as a sole proprietorship, physicians and 
NPPs are able to establish various 
organizational relationships including 
corporations, professional associations, 

partnerships, limited liability 
corporations, and subchapter S 
corporations. We believe that the 
proposed definition would include sole 
proprietorships that receive a type 1 NPI 
and any organizational entity that is 
required to obtain a type 2 NPI. 

Comment: Several commenters urged 
CMS to adopt the proposal to limit 
retrospective billing to the later of the 
date of filing or date the practice 
location was established. 

Response: We agree with these 
commenters and have finalized this 
approach in this final rule with 
comment period. 

Comment: One commenter 
recommended that we should not 
implement the revised effective date for 
billing privileges until January 1, 2010. 

Response: We disagree with the 
commenter because we believe that it is 
essential that Medicare only pay for 
services to eligible practitioners that are 
qualified to bill for services. 

Comment: Several commenters 
recommended that we refrain from 
implementing any proposed changes to 
the effective date of Medicare billing 
privileges until the Provider Enrollment, 
Chain and Ownership System (PECOS) 
system is fully functional and a 
thorough discussion is held between all 
affected parties and/or all current 
National Provider Identifier (NPI) 
applications are processed. 

Response: While we understand this 
comment, we disagree with these 
commenters. By establishing an 
effective date of billing for physicians, 
NPPs, and physician and NPP 
organizations, we believe that Medicare 
will only pay for services furnished by 
licensed practitioners that meet all of 
the Medicare program requirements. In 
addition, we implemented the NPI on 
May 23, 2008. Accordingly, we do not 
believe that there is a nexus between the 
implementation of the effective date for 
physicians, NPPs, and physician and 
NPP organizations and the 
implementation of the Internet-based 
PECOS or the implementation of the 
NPI. 

Comment: One commenter suggested 
that payment not commence until the 
provider’s application has been 
processed and approved and that if the 
approval date is after the date the 
provider first started to render services, 
then payments will be paid retroactive 
to the rendering date. The commenter 
also requested that CMS implement an 
electronic enrollment processing 
system. 

Response: We are finalizing a 
provision that allows physicians, NPPs 
(including CRNAs), and physician or 
NPP organizations to retrospectively bill 
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for services up to 30 days prior to their 
effective date of billing when the 
physician or NPP organization met all 
program requirements, including State 
licensure requirements, where services 
were provided at the enrolled practice 
location prior to the date of filing and 
circumstances precluded enrollment in 
advance of providing services to 
Medicare beneficiaries in 
§ 424.521(a)(1). Further, we are 
implementing Internet-based PECOS for 
physicians and NPPs by the end of CY 
2008 to facilitate the electronic 
enrollment process. 

Comment: One commenter suggested 
that the enrollment payment policy for 
CRNAs remain as it is. 

Response: We are finalizing a 
provision that allows physicians, NPPs 
(including CRNAs), and physician or 
NPP organizations to retrospectively bill 
for services up to 30 days prior to their 
effective date of billing when the 
physician or nonphysician organization 
has met all program requirements, 
including State licensure requirements, 
where services were provided at the 
enrolled practice location prior to the 
date of filing and circumstances, such 
as, when a physician is called to work 
in a hospital emergency department 
which precluded enrollment in advance 
of providing services to Medicare 
beneficiaries in § 424.521(a)(1). 

Comment: One commenter would like 
to recommend that CMS not make the 
new Web-based enrollment system too 
cumbersome. Their concerns are based 
on current member experiences with the 
IACS for review of PQRI claims. The 
requirements for the practice to 
designate a security officer, submit old 
IRS documents, etc., are extremely time- 
consuming, burdensome and serve as 
disincentives to physician participation. 

Response: This comment is outside 
the scope of the proposed rule and 
cannot be addressed within this final 
rule. 

Comment: One commenter asked that 
if we adopt either of these enrollment 
strategies, we should consider an 
exemption for hospital-based emergency 
physicians and NPP organizations to 
allow a period of retroactive billing and 
payment once an enrollment application 
is approved by the contractor. 

Response: We are finalizing a 
provision that allows physicians, NPPs, 
and physician or NPP organizations to 
retrospectively bill for services up to a 
30 days prior to their effective date of 
billing when the physician or NPP 
organization met all program 
requirements, including State licensure 
requirements, where services were 
furnished at the enrolled practice 
location prior to the date of filing and 

circumstances precluded enrollment in 
advance of providing services to 
Medicare beneficiaries in 
§ 424.521(a)(1). 

Comment: One commenter stated that 
they support our efforts to ensure 
participating providers and suppliers of 
services are complying with Medicare 
program requirements in a matter 
consistent with policy and are not 
attempting to ‘‘game’’ the system. 
However, should we move forward with 
this proposal, the commenter advises 
the drafting of policies to identify 
unusual activities beyond the control of 
the provider or supplier, such as 
hurricanes and other natural disasters, 
that necessitate a provider or supplier of 
services obtaining additional Medicare 
billing privileges in order to provide 
services. 

Response: We are finalizing a 
provision that allows physicians, NPPs, 
physician or NPP organizations to 
retrospectively bill for services up to a 
90 days prior to their effective date of 
billing when the physician or NPP 
organization met all program 
requirements, including State licensure 
requirements, services were furnished at 
the enrolled practice location prior to 
the date of filing and a Presidentially- 
declared disaster under the Robert T. 
Stafford Disaster Relief and Emergency 
Assistance Act, 42 U.S.C. §§ 5121–5206 
(Stafford Act) precluded enrollment in 
advance of providing services to 
Medicare beneficiaries in 
§ 424.521(a)(2). 

Comment: A large number of 
commenters do not support either 
approach and go further to state that 
both proposals will negatively impact 
the ability of hospital emergency 
departments and their physicians to 
meet their statutory obligations under 
the Emergency Medical Treatment and 
Active Labor Act (EMTALA). Many of 
these commenters stated that in these 
emergency department situations, 
physicians are hired in very short 
timeframes, sometimes just days before 
they begin working in a new location 
that they cannot submit an enrollment 
application in such a short timeframe. 
They also continued to state that if we 
adopted the enrollment provisions as 
proposed, these emergency department 
enrollment situations would cause the 
physicians to forgo payment because 
they would not be able to submit an 
enrollment application before they 
begin furnishing services. Other 
commenters were opposed to both 
proposed approaches to limit 
retrospective billing after enrolling in 
the Medicare program and asked that we 
withdraw any proposed changes to the 
enrollment process. 

Response: We disagree with the 
commenters. We believe that we have 
adopted an approach that balances the 
need to strengthen the Medicare 
enrollment process, protect the 
Medicare Trust Funds, and ensure that 
individual practitioners and physician 
and NPP organizations receive payment 
for services furnished to Medicare 
beneficiaries. The revised provision 
allows up to 30 days after furnishing 
services to submit an enrollment 
application (and up to 90 days when a 
Presidentially-declared disaster under 
the Robert T. Stafford Disaster Relief 
and Emergency Assistance Act, 42 
U.S.C. 5121–5206 (Stafford Act)) so the 
physician, NPP or physician or NPP 
organization has sufficient time to 
submit their enrollment application. 

Comment: One commenter stated that 
they believe that it is unreasonable to 
expect physicians to furnish care to 
their patients without the ability to be 
paid for their services until they are 
officially enrolled in the Medicare 
program. 

Response: While we agree that 
physicians should be reimbursed for the 
services furnished to Medicare 
beneficiaries, we also believe that 
physicians, NPPs and physician and 
NPP organizations are responsible for 
enrolling or making a change in their 
enrollment in a timely manner. In most 
cases, we believe that physicians and 
NPP practitioners can submit an 
enrollment application prior to 
providing Medicare services at a new 
practice location. 

Comment: One commenter stated that 
in emergency room situations these 
enrollment scenarios will not work and 
gives the example using the second 
approach of when an emergency 
department is in desperate need of a 
provider. The department is able to 
obtain a physician almost immediately 
who is already employed within the 
organization and is also an approved 
provider in the Medicare program at 
their current practice location. Simply 
because the events in this example 
happened so quickly, the physician’s 
CMS–855R was submitted to the 
Medicare contractor 1 week after he 
began providing services in the 
emergency department. If the second 
approach were in effect, 1 week of 
services the physician furnished to 
Medicare beneficiaries in the emergency 
department would be denied as his 
enrollment at this location was not in 
effect. 

Response: We understand this 
commenter’s concerns and are finalizing 
a provision that allows physicians, 
NPPs, physician or NPP organizations to 
retrospectively bill for services up to 30 
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days prior to their effective date of 
billing when the physician or NPP 
organization met all program 
requirements, including State licensure 
requirements, where services were 
furnished at the enrolled practice 
location prior to the date of filing and 
circumstances precluded enrollment in 
advance of providing services to 
Medicare beneficiaries in 
§ 424.521(a)(1). 

Comment: One commenter stated that 
should we adopt the second approach, 
they requested that a standard be 
established that defines what constitutes 
the receipt of a substantially complete 
application form for which the effective 
date under approach two may be 
established. This approach would 
address the situations where denial 
errors and clarifications can be 
corrected without delaying the effective 
date. 

Response: As a general rule, 
applicants are given at least 30 days to 
cure any deficiencies/technicalities 
before a contractor rejects an enrollment 
application (see § 424.525). During the 
application review process, contractors 
notify applicants about missing 
information and documentation and 
afford the applicant at least 30 days to 
correct deficiencies. With the 
implementation of Internet-based 
PECOS, we expect that physicians and 
NPPs using the Web process will 
significantly decrease the number of 
incomplete applications and the need 
for contractors to request additional 
information. With the implementation 
of this final rule, we would require 
contactor to deny, rather than reject 
paper or Web applications when a 
physician, NPP, or physician or NPP 
organization fails to cure any 
deficiencies/technicalities. 

Comment: One commenter urged 
CMS to adopt a standard establishing 
that the filing date for an enrollment 
application is when a signed application 
is first received by a contractor and not 
when the application is deemed 
complete and ready for approval by that 
contractor. Otherwise, delays associated 
with contractor processing could 
become a larger concern. 

Response: We agree with this 
commenter and have adopted the ‘‘date 
of filing’’ as the date that the Medicare 
contractor receives a signed provider 
enrollment application that the 
Medicare contractor is able to process to 
approval. 

Comment: Several commenters 
strongly opposed the approach where 
billing privileges would be conveyed 
based on the date of approval by the 
Medicare contractor and maintain that 
tying billing privileges to a contractor’s 

approval of a practitioner’s Medicare 
enrollment application could create 
unintended access problems for some 
patients. Other commenters added that 
in certain situations, the physicians 
would furnish services and would not 
be able to be compensated which they 
do believe is an unintended 
consequence by CMS. 

Response: We agree with the 
commenters and have not adopted the 
proposed approach as it was proposed 
but revised it so that it would establish 
the effective date of billing for 
physicians, NPPs, and physician and 
NNP organizations as the later of date of 
filing of a Medicare enrollment 
application that was subsequently 
approved by a Medicare contractor or 
the date they first began furnishing 
services at a new practice location. 

Comment: The suggestion to use the 
Medicare contractor’s date of approval 
as the initial enrollment date would 
mean that an employer can expect to 
generate no revenue from a new hire for 
a minimum of 3 to 6 months, which is 
unacceptable. 

Response: As stated above, we have 
not adopted the proposed approach but 
revised it so that it would establish the 
effective date of billing for physicians, 
NPPs, and physician and NNP 
organizations as the later of date of 
filing of a Medicare enrollment 
application that was subsequently 
approved by a Medicare contractor or 
the date they first began furnishing 
services at a new practice location. 

Comment: One commenter supports 
the establishment of an effective billing 
date for physicians, NPPs, and 
physician and NPP organizations as the 
later of: (1) The date of filing of a 
Medicare enrollment application that 
was subsequently approved by a 
Medicare contractor; or (2) the date an 
enrolled physician or NPP first started 
furnishing services at a new practice 
location. The commenter further urges 
the agency to tie enrollment and when 
billing privileges begins to offering 
services at a new practice location. 

Response: We appreciate this 
comment and have adopted a modified 
approach where that date of filing is the 
effective date of billing for physicians, 
NPPs, and physician and NPP 
organizations. 

Comment: One commenter requests 
that current procedures change and 
allow enrollment applications to be 
submitted 60 days prior to a change. 

Response: We disagree with the 
commenter and maintain that 
permitting billing 30 days before the 
filing of an enrollment application will 
provide a sufficient amount of time in 
most cases. 

Comment: One commenter stated that 
the establishment of an effective billing 
date for physicians, NPPs, and 
physician and NPP organizations as: 
(1) The date of filing of a Medicare 
enrollment application that was 
subsequently approved by a Medicare 
contractor; or (2) the date an enrolled 
physician or NPP first started furnishing 
services at a new practice location will 
improve patient access to Medicare 
providers, since patients could be 
scheduled for appointments based on 
the date that a Medicare provider 
submits an enrollment application to 
the Medicare Administrative Contractor 
(MAC). This also allows new Medicare 
providers more flexibility when 
initiating services under Medicare. 

Response: We thank the commenter 
for their support of this provision. 

Comment: Several commenters 
recommend that providers should be 
able to submit enrollment applications 
with a requested effective date. 

Response: We believe limiting 
retrospective payments will ensure that 
physicians, NPPs, and physician and 
NPP organizations will ensure that only 
qualified practitioners are able to bill for 
services furnished to Medicare 
beneficiaries. Moreover, we believe that 
establishing an effective date of 
Medicare billing privileges and 
establishing limited retrospective 
payments will encourage physicians, 
NPPs, and physician and NPP 
organizations to enroll and maintain 
their enrollment in with the Medicare 
program. However, the effective date of 
billing privileges is 30 days prior to the 
later of the date an enrollment 
application is filed or the date services 
were furnished at a new practice 
location. 

Comment: Several commenters urged 
CMS to retain its current retrospective 
billing policy for physicians and NPPs. 
However, these commenters stated that 
if CMS revised its retrospective billing 
policy for physicians, NPPs, and NPP 
organizations that they preferred option 
2 (establishment of an effective billing 
date for physicians, NPPs, and 
physician and NPPs as the later of: (1) 
The date of filing of a Medicare 
enrollment application that was 
subsequently approved by a Medicare 
contractor; or (2) the date an enrolled 
physician or NPP first started furnishing 
services at a new practice location), 
which limited retrospective billing to 
the later of the date of filing or the date 
the practice location was established. 

Response: We agree with these 
commenters and have adopted this 
approach in this final rule. 

Comment: One commenter 
recommends allowing those physicians 
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who are about to complete their 
fellowship to submit an application to 
Medicare for a generic provider number 
which at a later date can be linked to an 
eventual employer. 

Response: Since we do not establish 
a provisional enrollment status for 
physicians or other suppliers, but rather 
convey billing privileges to a NPI, we 
disagree with this commenter. 

Comment: One commenter suggests 
that to improve the Medicare enrollment 
process, the processing of enrollment 
applications should take 30 to 45 days 
versus a 90 to 120 days activity. 
Medicare could follow the process 
employed by private payers and utilize 
one central repository for provider 
enrollment given that all processes 
basically require the same essential 
information. 

Response: CMS already utilizes a 
single national repository of enrollment 
information. The national enrollment 
repository is known as the Provider 
Enrollment, Chain and Ownership 
System (PECOS). 

Comment: Several commenters 
supported our proposed approach that 
would establish the initial enrollment 
date for individual practitioners and 
physician and NPP organizations as the 
date an enrolled supplier started 
furnishing services at the new practice 
location as it would be the fairest option 
for all enrollees. 

Response: We appreciate this 
comment, and as stated above, we are 
finalizing this proposal with revisions 
so that it would establish the effective 
date of billing for physicians, NPPs, and 
physician and NNP organizations as the 
later of date of filing of a Medicare 
enrollment application that was 
subsequently approved by a Medicare 
contractor or the date they first began 
furnishing services at a new practice 
location. 

Comment: One commenter stated that 
physician practices that allow new 
practitioners to treat Medicare patients 
before their applications are approved 
run the risk of submitting an application 
that is ultimately returned on a 
technicality, forcing them to begin the 
application process all over again. 

Response: As stated above, to address 
the concern that enrollment 
applications are returned based on a 
technicality, we expect that physicians 
and NPPs using the Web process will 
significantly decrease the number of 
incomplete applications and the need 
for contractors to request additional 
information. With the implementation 
of this final rule, we would require 
contactor to deny, rather than reject 
paper or Web applications when a 
physician, NPP, or physician or NPP 

organization fails to cure any 
deficiencies/technicalities. 

Comment: One commenter stated that 
new physicians’ practices must begin 
paying rent, salaries and other expenses 
the minute they become operational, if 
not before. This commenter also stated 
that many of these physicians are 
already forced to take out loans to pay 
expenses in the early days of operation 
until they enroll and can bill for 
services furnished in the interim. 
Finally, this commenter stated that our 
proposal to limit retrospective billing to 
the later of the date of filing or the date 
the practice location is operational will 
inhibit the ability of physicians and 
NPPs to create their own organizations, 
and instead, it will force them to join 
already existing entities. 

Response: We do not believe that the 
Medicare program pays for services 
rendered prior to the date a new 
practice location is established. As 
described above, the physician or NPP 
would be allowed to file his or her 
enrollment application 30 days prior to 
the opening of new practice location 
and receive payments for services 
provided from the day the practice 
location was established or opened 
assuming that the physician met State 
licensing requirements and other 
Medicare program requirements at the 
time of filing and subsequently 
thereafter. 

Comment: One commenter urged 
CMS to withdraw any proposed changes 
to the enrollment process, but stated 
that they would consider supporting 
limiting retrospective billing to the later 
of the date of filing or the date the 
practice location is operational but only 
after Internet-based PECOS has been 
proven to facilitate timely enrollment 
processing (fewer than 30 days). 
Another commenter supported CMS 
implementing this requirement once the 
enrollment processing time is at a 
period of 30 to 45 days. 

Response: We do not believe that a 
change to the effective date of Medicare 
billing privileges has a nexus to the 
implementation of the Internet-based 
PECOS. 

Comment: One commenter suggested 
that we allow 30 to 60 days before 
submission of an application to serve as 
the date of approval because this 
timeline will allow for practices to 
obtain provider signatures, licenses, and 
certifications so that we can approve 
back to the date of licensure and/or the 
date the provider started furnishing 
services with a minimum of 30 to 60 
days. 

Response: We disagree with this 
commenter, because physicians, NPPs 
and physician and NPP organizations 

should have all the necessary licenses/ 
certifications at the time of filing, not 30 
or 60 days after filing an enrollment 
application. 

Comment: Several commenters asked 
for clarification of the ‘‘date of filing’’ 
when submitting an application for 
enrollment. 

Response: We have clarified the ‘‘date 
of filing’’ in the provision of the final 
rule as the date that the Medicare 
contractor receives a signed provider 
enrollment application that the 
Medicare contractor is able to process to 
approval. 

Comment: One commenter 
recommends that we wait until the 
Internet-based PECOS system has been 
released and used by the physician 
population before making these 
changes. 

Response: As stated above, we do not 
believe that a change to the effective 
date of Medicare billing privileges has a 
nexus to the implementation of the 
Internet-based PECOS. 

Comment: Several commenters 
recommended that we shorten the 
period of time during which 
retrospective billing is permitted from 
27 months to 12 months. Another 
commenter stated that reducing 
retrospective billing from 27 months to 
12 months would provide sufficient 
time for enrollment to occur, reduce the 
possibility of improper billing and 
eliminate the unreasonable 
administrative burden that the our 
alternatives would place on all new 
physicians. 

Response: We appreciate these 
comments, but continue to believe that 
allowing retrospective billing for 12 
months prior to enrollment poses a 
significant risk to the Medicare program. 
Accordingly, with the implementation 
of this final rule, physician and NPPs 
and physician and NPP organizations 
will have a limited time period to 
submit claims before the effective date 
of their respective Medicare billing 
privileges. 

Comment: Several commenters urged 
CMS to establish the new Web-based 
program and determine the accuracy 
and ease of the system before making 
new enrollment rules. This commenter 
also stated the new Web-based system 
should be far easier to use than the 
current process. 

Response: We agree with these 
commenters and, as previously stated, 
we expect to implement Internet-based 
PECOS for individuals by the end of CY 
2008. 

Comment: One commenter stated that 
they have been advised by Medicare 
that this change means upon receiving 
notice that a graduate nurse anesthetist 
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had passed his or her certifying exam 
that the ‘‘graduate’’ now a CRNA can 
retain any Medicare claims from his or 
her certification date forward and then 
submit these held claims upon receiving 
his or her National Provider Identifier 
(NPI). Further, the commenter stated 
that Medicare carriers have allowed this 
payment practice with the 
understanding that graduate nurse 
anesthetists are qualified to bill 
Medicare for their services upon their 
certification date. 

Response: While we understand this 
comment, we believe that physicians 
and NPPs must meet all State licensing 
requirements before Medicare can 
convey billing privileges. Moreover, 
with the implementation of this final 
rule, physician and NPPs and physician 
and NPP organizations will have a 
limited time period to submit claims 
before the effective date of their 
Medicare billing privileges. 

Comment: One commenter stated that 
they understand that there have been 
Medicare Carriers that allow CRNAs to 
hold their claims and back bill for up to 
1 year prior to the date they are 
certified, consistent with Medicare 
payment policy. 

Response: We believe that physician 
and NPPs must meet all State licensing 
requirements before Medicare can 
convey billing privileges. Moreover, 
with the implementation of this final 
rule, physician and NPPs and physician 
and NPP organizations will have a 
limited time period to submit claims 
before their effective date of Medicare 
billing privileges. 

Comment: One commenter urged 
CMS to adopt the Council for Affordable 
Quality Healthcare’s (CAQH) Universal 
Credentialing Database (UCD) as its 
provider credentialing information 
gathering tool. This commenter stated 
that CAQH has over 600,000 providers 
and suppliers in its database and is 
working with hospitals and State 
Medicaid programs as well. 

Response: While we appreciate this 
comment, this comment is outside the 
scope of this final rule. However, it is 
important to understand that CMS’ 
national enrollment repository, PECOS, 
maintains Medicare enrollment records 
on more than 610,000 physicians, 
280,000 NPPs, 75,000 single specialty 
clinics, and 130,000 multi-specialty 
clinics. In addition, PECOS maintains 
enrollment records for all other provider 
and supplier types, except durable 
medical equipment, prosthetics, 
orthotics, and supplies (DMEPOS) 
suppliers. This means that we have 
collected and retained current 
enrollment information on 
approximately 80 percent of physicians 

and 98 percent of the NPPs enrolled in 
and billing the Medicare program. In 
addition, since the information obtained 
during the enrollment process for 
physician and NPP organizations 
updates our claims payment systems for 
Part B services, we are able to help 
ensure claims processing accuracy by 
utilizing its existing processes. 

Comment: One commenter urged 
CMS to produce educational materials 
beyond the vague tip sheets located at 
the beginning of each application. In 
addition, this commenter recommends 
that we develop a series of frequently 
asked questions on Medicare provider 
enrollment. 

Response: We already maintain a link 
to provider enrollment frequently asked 
questions at http://www.cms.hhs.gov/ 
MedicareProviderSupEnroll. In 
addition, this Web site maintains more 
than 10 different provider enrollment 
outreach documents that the public can 
view online or download for future 
reference. 

In an attempt to ensure that all 
physicians, NPPs, and NPP 
organizations are aware of and comply 
with their reporting responsibilities, we 
developed and posted reporting 
responsibilities for physicians, NPPs, 
and physician organizations on our 
provider enrollment Web page at 
http://www.cms.hhs.gov/ 
MedicareProviderSupEnroll on 
September 16, 2008. In addition, on 
September 17, 2008, we issued a listserv 
announcement to those individual 
physicians and NPPs who subscribe to 
the CMS Physician Open Door Forum 
and to more than 150 national and 
State-level organizations that subscribe 
to the CMS provider partnership 
network. We also expect that contractors 
will continue to notify physicians and 
NPP organizations about their reporting 
responsibilities by listserv, bulletin, 
and/or direct mail in FY 2009 and 
beyond. With the implementation of 
this final rule with comment period on 
January 1, 2009, we will revise the 
educational materials found on our Web 
site and distribute this information 
through our established communication 
channels. Finally, we will post 
educational material, including fact 
sheets and frequent asked questions, 
regarding Internet-based PECOS as soon 
as this system is available to the public. 

Comment: One commenter asked that 
we create extensive educational 
programming on provider enrollment 
for both our contractors and providers to 
ensure that both sides thoroughly 
understand the process and 
expectations. 

Response: We provide Medicare 
contractors with manual instructions 

and other directives to ensure consistent 
enrollment processing. In addition, as 
stated above, we are disseminating 
additional educational materials to 
ensure that the public understands their 
reporting responsibilities. 

Comment: One commenter suggested 
a process for the Medicare Contractor to 
notify the provider that the application 
has been received and it is being 
processed to ensure the approved billing 
date is the same between the provider 
and the Medicare contractor. 

Response: Due to cost constraints, 
most Medicare contractors can not 
notify an applicant when their paper 
enrollment application is received; 
however, Medicare contractors are 
required to notify an applicant when the 
application is missing information or if 
additional supporting documentation is 
needed to process the enrollment 
request. 

Comment: One commenter stated that 
the NPP nomenclature is ambiguous 
because CMS lists all suppliers as NPPs 
(including audiologists and physical 
and occupational therapists) on page 
38535 of the proposed rule, rather than 
limiting this term to physician 
assistants, nurse practitioners, and 
clinical nurse specialists as defined in 
Medicare policy manuals. 

Response: We have revised this rule 
to refer to individual physicians and 
NPPs and physician and NPP 
organizations. 

Comment: One commenter urges CMS 
to require contractors to provide 
accurate and complete information to 
applicants, allowing their practices to 
complete their enrollment applications 
in an easy and efficient manner. 

Response: While we appreciate this 
comment, this comment is outside the 
scope of this proposed rule and can not 
be addressed in this final rule. 

Comment: One commenter urged 
CMS to require Medicare contractors to 
communicate requests for additional 
information in such a manner that the 
communications can be easily tracked. 

Response: We believe that this issue 
is outside the scope of the proposed rule 
and can not be addressed in this final 
rule. 

Comment: One commenter urged a 
‘‘timeout’’ on the release of new rules 
and regulations surrounding the 
Medicare provider enrollment process. 

Response: We recognize that we have 
published several regulations within the 
last 3 years and a number of program 
integrity manual instructions designed 
to strengthen the enrollment process. 
However, we continue to believe that 
CMS must maintain the flexibility to 
issue regulations in accordance with the 
Administrative Procedures Act. 
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Comment: One commenter urged 
CMS to clarify the apparent inconsistent 
policies on revalidation as set forth in 
the April 21, 2006 provider enrollment 
rule titled, ‘‘Medicare Program: 
Requirements for Providers and 
Suppliers to Establish and Maintain 
Medicare Enrollment (CMS–6002–F)’’ 
and the June 27, 2008 provider 
enrollment rule titled, ‘‘Medicare 
Program: Appeals of CMS or CMS 
Contractor Determinations When a 
Provider or Supplier Fails to Meet the 
Requirements for Medicare Billing 
Privileges (CMS–6003–F).’’ 

Response: In response to comment in 
the April 21, 2006 final rule (71 FR 
20754), we stated, ‘‘We expect that a fee- 
for-service contractor would notify the 
provider or supplier in writing 
regarding the need to revalidate its 
enrollment information. Once notified, 
providers and suppliers would be 
expected to review, update, and submit 
any changes and supporting 
documentation regarding the enrollment 
record within 60 days. If no changes 
have occurred, a provider or supplier 
would simply sign, date, and return the 
revalidation application.’’ In addition, 
we stated in the provisions of the final 
rule that, ‘‘We will contact all providers 
and suppliers directly as to when their 
5-year revalidation cycle starts 
beginning with those providers and 
suppliers currently enrolled in the 
Medicare program but that have not 
submitted a completed enrollment 
application. The revalidation process 
would ensure that we collect and 
maintain complete and current 
information on all Medicare providers 
and suppliers and ensure continued 
compliance with Medicare 
requirements. In addition, this process 
further ensures that Medicare 
beneficiaries are receiving items or 
services furnished only by legitimate 
providers and suppliers, and 
strengthens our ability to protect the 
Medicare Trust Funds.’’ 

In response to a comment in the June 
27, 2008 final rule (73 FR 36448), we 
stated, ‘‘Therefore, providers and 
suppliers that enrolled in the Medicare 
program prior to 2003, but who have not 
completed a Medicare enrollment 
application since then, have had more 
than 2 years to come into voluntary 
compliance with our enrollment criteria 
by submitting a complete enrollment 
application. With this final rule, we are 
again notifying physicians, providers, 
and suppliers that they may voluntarily 
complete and submit a Medicare 
enrollment application and the 
necessary supporting documentation 
prior to our formal request for 
revalidation. Accordingly, providers 

and suppliers who choose not to come 
into voluntary compliance or fail to 
respond to a revalidation request in a 
complete and timely manner fail to 
satisfy our enrollment criteria and may 
be subject to revocation of their billing 
privileges.’’ Accordingly, we do not 
believe that these policies are 
inconsistent. We continue to encourage 
all physicians, providers, and suppliers 
to update their enrollment records when 
a reportable change occurs, and absent 
a reportable change we encourage all 
physicians, providers, and suppliers 
who have not updated their enrollment 
record within the last 5 years to do so 
in advance of contractor’s revalidation 
request. Once we initiate revalidation 
efforts, physicians and other providers 
and suppliers will only be provided 60 
days to respond to a contractor’s 
request. 

Comment: One commenter stated that 
we should monitor, track, and make 
publicly available the average length of 
time from submission of an enrollment 
application for new procedures to the 
time the Medicare contractors actually 
process and notify the providers of 
acceptance of that enrollment 
application. 

Response: While we monitor 
contractor provider enrollment 
processing timeliness using PECOS, we 
do not currently calculate an average 
length of time for initial enrollments, 
changes, and reassignments. We will 
consider calculating the average length 
of time for initial enrollment 
applications, changes of information, 
and reassignments and making this 
information available to the public. 

Comment: One commenter requests 
that if we finalize these provisions, a 
notice of onsite review should be 
provided 14 days in advance to allow 
the pharmacy to appropriately schedule 
for the onsite review. 

Response: We disagree with this 
commenter. We believe that onsite 
reviews provide CMS and our 
contractors a valuable tool to ensure that 
providers and suppliers are in 
compliance. 

Comment: Several commenters 
remain concerned about the failure of 
CMS to permit the use of electronic 
signatures and electronic documents 
which would provide practitioners and 
practices the opportunity to complete 
and submit the entire application 
package online. 

Response: This comment is outside 
the scope of this proposed rule and can 
not be addressed in this final rule. 

Comment: One commenter 
recommended that we hold an open and 
thorough dialogue with its contractors 
and the provider community regarding 

the enrollment process as it currently 
stands and the problems encountered by 
all. 

Response: We believe that this issue 
is outside the scope of the proposed rule 
and can not be addressed in this final 
rule. 

Comment: One commenter stated that 
they support CMS and the 
establishment of an electronic 
enrollment process but they do not 
believe it will address the provisions in 
the rule. 

Response: While we do not expect 
that Internet-based PECOS will remedy 
all provider enrollment processing 
issues, we do believe that an Internet- 
based enrollment process will allow 
physicians and other providers and 
suppliers to reduce the time necessary 
to enroll or make a change in enrollment 
in the Medicare program. 

Comment: One commenter 
recommended that we establish 
streamlined and user-friendly 
procedures that will encourage high 
rates of physician participation in the 
Medicare program. 

Response: We appreciate this 
comment and believe that Internet- 
based PECOS will allow physicians and 
NPPs the ability to enroll or make 
changes in their enrollment records 
faster and more accurately than the 
paper-based enrollment process. 

Comment: One commenter 
commended CMS for PECOS as it will 
provide timely ease of use for 
enrollment as well as updating the 
enrollment record. 

Response: We appreciate this 
comment. 

Comment: One commenter requested 
that we consider modifying existing 
provider enrollment applications to 
include an attestation statement for 
which an applicant would attest to 
those certain requisite program 
requirements having been met prior to 
the filing of the application. 

Response: This recommendation is 
outside the scope of the proposed rule 
and can not be addressed in this final 
rule. 

Comment: One commenter stated that 
we should provide notice 14 days in 
advance of conducting an onsite review 
and that reviews on Mondays should be 
avoided. 

Response: This comment is outside 
the scope of this proposed rule and can 
not be addressed in this final rule. 

Comment: One commenter urged that 
CMS and the NSC coordinate so that 
only a single onsite review would be 
required and the least disruptive to an 
operation. 
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Response: This comment is outside 
the scope of the proposed rule and can 
not be addressed in this final rule. 

After reviewing public comments, we 
are finalizing the definition of 
‘‘physician or nonphysician practitioner 
(NPP) organization’’ at § 424.502 as ‘‘any 
physician or NPP organization that 
enrolls in the Medicare program as a 
sole proprietorship or any 
organizational entity.’’ Organizational 
entities include, but are not limited to, 
limited liability corporations, 
Subchapter S corporations, 
partnerships, professional limited 
liability corporations, professional 
corporations, and professional 
associations. 

After reviewing public comments, we 
are finalizing the provision at 
§ 424.520(d) to state that we will 
establish an effective date of billing for 
physicians, NPPs and physician and 
NPP organizations that would be the 
later of: (1) The date of filing of a 
Medicare enrollment application that 
was subsequently approved by Medicare 
contractor (that is, carrier, fiscal 
intermediary or A/B Medicare 
Administrative Contractor); or (2) the 
date a physician, NPP or physician and 
NPP organization first started furnishing 
services at its new practice location. 

In § 424.521, Request for Payment by 
Physicians, Nonphysician Practitioners, 
Physician or Nonphysician 
Organizations, we are finalizing the 
proposals. 

In § 424.521(a)(1), we are finalizing a 
provision that allows physicians, NPPs, 
physician or NPP organizations to 
retrospectively bill for services up to 30 
days prior to their effective date of 
billing when the physician or NPP 
organization met all program 
requirements, including State licensure 
requirements, services were furnished at 
the enrolled practice location prior to 
the date of filing and circumstances 
precluded enrollment in advance of 
providing services to Medicare 
beneficiaries. Thus, physicians, NPPs, 
and physician or NPP organizations 
would be limited to receiving 
reimbursement for services for a 
maximum of 30 days prior to filing an 
enrollment application that was 
subsequently approved by a Medicare 
contractor. 

In § 424.521(a)(2), we are finalizing a 
provision that allows a physician, NPP, 
and physician or NPP organization to 
retrospectively bill for services up to 90 
days prior to their effective date of 
billing privileges when the physician or 
NPP organization met all program 
requirements, including State licensure 
requirements, services were furnished at 
the enrolled practice location prior to 

the date of filing, and a Presidentially- 
declared disaster under the Robert T. 
Stafford Disaster Relief and Emergency 
Assistance Act, 42 U.S.C. §§ 5121–5206 
(Stafford Act) precluded enrollment in 
advance of providing services to 
Medicare beneficiaries. 

While these changes limit the 
retrospective payments that a physician, 
NPP, or physician and NPP organization 
may obtain from the Medicare program, 
we believe that this approach will 
ensure that a Medicare contractor is able 
to verify that a physician, NPP or 
physician and NPP organization meets 
all program requirements at the time of 
filing, including State licensure. In 
addition, this approach will afford 
Medicare beneficiaries the appropriate 
protections under the statute, 
regulations, and CMS policy. 

To ensure that eligible physicians, 
NPPs or physician and NPP 
organizations receive reimbursement for 
services furnished, we will require that 
Medicare contractors deny Medicare 
billing privileges when a Medicare 
contractor is not able to process an 
incomplete enrollment application that 
is submitted by a physician, NPP or 
physician and NPP organization. This is 
a change from our earlier final rule, 
‘‘Medicare Program; Requirements for 
Providers and Suppliers to Establish 
and Maintain Medicare Enrollment,’’ 
(CMS–6002–F) which was published on 
April 21, 2006. In this earlier 
rulemaking effort, we stated that we 
would reject an incomplete enrollment 
application. In order to provide 
physician and NPP organizations and 
individual practitioners with the 
opportunity to preserve an initial 
application filing date, we will deny 
incomplete applications for these 
supplier types. We believe that 
§ 424.530(a)(1) permit a Medicare 
contractor to deny an incomplete 
enrollment application. 

By denying billing privileges for 
enrollment in the Medicare program or 
to establish a new practice location, 
rather than rejecting an enrollment 
application, physicians, NPPs or 
physician and NPP organizations will be 
afforded appeal rights which will 
preserve the original date of filing the 
application. Reimbursement for services 
furnished back to the effective date of 
billing will be permitted as long as the 
applicant submits a corrective action 
plan or appeal in accordance with 
§ 405.874 and submits the necessary 
information to cure any application 
deficiencies. However, if the applicant 
does not submit a corrective action plan 
or appeal within the timeframe 
established in § 405.874, then the 
applicant would not preserve the right 

to bill the Medicare program for services 
furnished from the date of the initial 
filing of the application or the date the 
practitioner or organization first started 
furnishing services at its new practice 
location. 

We are also adopting the ‘‘date of 
filing’’ as the date that the Medicare 
contractor receives a signed provider 
enrollment application that the 
Medicare contractor is able to process to 
approval. If the Medicare contractor 
denies an enrollment application that is 
not later overturned during the appeals 
process, the new date of filing would be 
established when a physician or NPP 
organization submits a new enrollment 
application that the contractor is able to 
process to approval. 

PECOS is the system that supports the 
Medicare provider and supplier 
enrollment process by collecting and 
storing provider and supplier 
information obtained from the Medicare 
enrollment application (that is, the 
CMS–855). The PECOS database retains 
enrollment information on Part A 
providers that bill fiscal intermediaries 
(FIs) or A/B Medicare Administrative 
Contractors (A/B MAC) and Part B 
providers, including physicians and 
NPPs that bill carriers or A/B MACs. 

Medicare contractors use PECOS to 
establish new enrollment records for 
providers and suppliers, update 
provider and supplier information, and 
process requests from individual health 
care practitioners for assignment of 
benefits. PECOS standardized the 
Medicare enrollment process and 
supplies enrollment data to the Part A 
and Part B claims processing systems. 

In June 2002 and November 2003, we 
implemented PECOS for fiscal 
intermediaries (FIs) and carriers 
respectively. Today, PECOS is used by 
carriers, FIs, and A/B MACs to enter 
data submitted on the Medicare 
enrollment application. However, by 
establishing an Internet-based 
enrollment process, we will allow 
providers and suppliers (except 
suppliers of durable medical equipment, 
prosthetics, orthotics, and supplies 
(DMEPOS)) suppliers, the option of 
enrolling or making a change in their 
Medicare enrollment information via 
the Internet. 

Internet-based PECOS will allow 
Medicare providers and suppliers to 
enroll or make a change in their 
Medicare enrollment record. The 
primary objectives for the Web 
enablement of PECOS are to: (1) Reduce 
the time necessary for providers and 
suppliers to enroll or make a change in 
their Medicare information; (2) 
streamline the enrollment process for 
providers and suppliers; (3) allow 
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physicians and NPPs to manage their 
enrollment information and verify their 
reassignments of benefits; and (4) 
reduce the administrative burden 
associated with completing and 
submitting enrollment information to 
Medicare. 

Additional information regarding 
Internet-based PECOS will be made 
available later this year. This 
information will be posted on the 
Medicare provider/supplier enrollment 
Web site at http://www.cms.hhs.gov/ 
MedicareProviderSupEnroll. 

With the implementation of an 
Internet enrollment process referred to 
as the Internet-based PECOS, the date of 
filing for individual practitioners 
submitted through Internet-based 
PECOS is the date the Medicare 
contractor receives both: (1) An 
electronic version of the enrollment 
application; and (2) a signature page 
containing an original signature that the 
Medicare contractor processes to 
approval. The date of filing for 
organizational entities submitted 
through Internet-based PECOS is the 
date the Medicare contractor receives all 
of the following: (1) An electronic 
version of the enrollment application; 
(2) a signature page containing an 
original signature that the Medicare 
contractor processes to approval. 

To address public concerns regarding 
the burden and complexity associated 
with the Medicare enrollment process, 
we will implement Internet-based 
PECOS in three distinct phases. We will 
implement Internet-based PECOS for all 
individual physicians and NPPs 
enrolling or making a change to an 
existing enrollment record in Phase I. In 
Phase II, we will implement Internet- 
based PECOS for all organizational 
providers and suppliers, except 
DMEPOS suppliers, enrolling or making 
a change to an existing enrollment 
record. In Phase III, we will implement 
Internet-based PECOS for DMEPOS 
suppliers. 

Based on current operating 
assumptions, we expect to begin 
implementation of Phase I by the end of 
CY 2008, with full implementation 
scheduled for completion in January 
2009. We also expect to make Internet- 
based PECOS available to physicians 
and NPPs in all States, including 
California, Missouri, and New York. 

Phase II is tentatively scheduled for 
implementation beginning in Spring 
2009, with full implementation 
scheduled for completion by June 30, 
2009. Phase III is tentatively scheduled 
for implementation in CY 2010. 

Since Internet-based PECOS is a 
scenario-driven application process 
with front-end editing capabilities and 

built-in help screens, we believe that 
this new enrollment application process 
will significantly simplify and 
streamline the enrollment process for 
physicians, providers and suppliers, 
reduce the time necessary to enroll or 
make a change to a Medicare enrollment 
record, reduce the administrative 
burden associated with completing and 
submitting enrollment information to 
Medicare, decrease the errors during the 
application submission process, and 
allow physicians and NPPs to take 
personal responsibility for their 
Medicare enrollment in a timely 
manner. Moreover, unlike the paper- 
based enrollment process, Internet- 
based PECOS’ scenario-driven 
application process will ensure that 
prospective providers and suppliers or 
enrolled providers and suppliers only 
complete and submit the information 
necessary to apply or make a change in 
their Medicare enrollment record. 
Physicians and NPPs will no longer see 
questions that are not applicable for 
their supplier-type. 

While we will encourage all 
physicians, NPPs, physicians and NPP 
organizations and other providers and 
suppliers to utilize Internet-based 
PECOS when it is made available for 
their provider/supplier type and their 
State, all providers and suppliers will 
continue to have the option of 
submitting an enrollment application by 
paper. 

In order to use Internet-based PECOS 
to enroll or make a change in an 
enrollment record, physicians and NPPs 
will be required to use the User ID and 
user password obtained when applying 
for or updating their National Provider 
Identifier (NPI) with the National Plan 
and Provider Enumeration System 
(NPPES). Accordingly, physicians and 
NPPs will need to know their NPPES 
User ID/password information before 
trying to enroll or change their 
enrollment record with Medicare via 
Internet-based PECOS. To ensure 
privacy and security for these 
individual practitioners, we encourage 
that physicians and NPPs to reset their 
user password prior to initiating their 
first enrollment action via Internet- 
based PECOS, reset their user password 
at least once a year thereafter, and that 
physicians and NPPs not share their 
NPPES User ID/password with billing 
agents, clearinghouses, academic 
medical institutions, or staff within 
their practice. 

Physicians and NPPs choosing to use 
billing agents, clearinghouses, academic 
medical institutions, etc. will be 
required to submit a paper enrollment 
application to enroll or make a change 
in their Medicare enrollment record. 

In order to use Internet-based PECOS 
to enroll or make a change in an 
organizational enrollment record, we 
will verify that the authorized official 
associated with the Medicare 
enrollment record is employed by the 
organization and is authorized by the 
organization to submit or make changes 
to the organization enrollment record. 

Over the last 2 years, we have stressed 
the importance of filing a complete 
application at the time of filing or in 
response to a contractor’s request for 
additional information. However, 
Medicare contractors continue to report 
that a significant number of applications 
are incomplete at the time of filing or 
that applicants do not respond timely 
and completely to a contractor’s request 
for additional information. 

Finally, in the April 21, 2006 final 
rule, physicians, NPPs, and physician 
and NPP organizations learned about 
our intent to begin a revalidation 
process. 

Specifically, § 424.515 states that a 
provider or supplier (other than a 
DMEPOS supplier), must resubmit and 
recertify the accuracy of its enrollment 
information every 5 years. Therefore, 
physicians, NPPs and physician and 
NPP organizations that enrolled in the 
Medicare program prior to 2003, but 
who have not completed a Medicare 
enrollment application since then, have 
had more than 2 years to come into 
voluntary compliance with our 
enrollment criteria by submitting a 
complete enrollment application. To 
date, approximately 80 percent of the 
enrolled physicians and 98 percent of 
NPPs have updated their Medicare 
enrollment record within the last 5 
years. 

To ensure that Medicare only pays 
eligible physicians and NPPs, we are 
again notifying physicians and NPPs 
that they may voluntarily complete and 
submit a Medicare enrollment 
application and the necessary 
supporting documentation prior to our 
formal request for revalidation. In 
accordance with the existing provision 
at § 424.535(a)(1)(ii), providers and 
suppliers who choose not to come into 
voluntary compliance or fail to respond 
to a revalidation request within 60 days 
of the Medicare contractor’s request may 
be subject to the revocation of their 
billing privileges. 

2. Medicare Billing Privileges and 
Existing Tax Delinquency 

The Government Accountability 
Office (GAO) found that over 21,000 of 
the physicians, health professionals, 
and suppliers paid under Medicare Part 
B during the first 9 months of CY 2005 
had tax debts totaling over $1 billion. 
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The GAO report titled, ‘‘Medicare, 
Thousands of Medicare Part B Providers 
Abuse the Federal Tax System (GAO– 
07–587T)’’ found abusive and 
potentially criminal activity, including 
failure to remit to IRS individual 
income taxes or payroll taxes or both 
withheld from their employees. 

While we do not currently consider 
whether an individual physician, NPP 
currently enrolled in the Medicare 
program has delinquent tax debts with 
the Internal Revenue Service (IRS), we 
do consider whether a physician or NPP 
was convicted of a Federal or State 
felony offense, including income tax 
evasion, that we have determined to be 
detrimental to the best interest of the 
Medicare program. Moreover, if a 
physician or NPP was convicted of 
Federal or State felony offense within 
the 10 years preceding enrollment or 
revalidation of enrollment that we 
determined to be detrimental to the best 
interest of the Medicare program, we 
could deny or revoke the Medicare 
billing privileges of the physician or 
NPP. 

The Financial Management Service 
(FMS), a bureau of the Department of 
Treasury, initiated the Federal Payment 
Levy Program (FPLP) portion of the 
Continuous Levy Program in July 2000 
to recover delinquent Federal tax debts. 
The FPLP is a program whereby 
delinquent Federal income tax debts are 
collected by levying non-tax payments, 
as authorized by the Taxpayer Relief Act 
of 1997 (Pub. L. 105–34). The FPLP 
includes vendor and Social Security 
benefit payments, and Medicare 
payments. It is accomplished through a 
process of matching delinquent debtor 
data with payment record data. This 
automated collection of debt at the time 
of payment occurs after the delinquent 
taxpayer has been afforded due process, 
in accordance with the Internal Revenue 
Code. 

In July 2000, the IRS in conjunction 
with the Department of Treasury’s FMS 
started the FPLP which is authorized by 
section 6331(h) of the Internal Revenue 
Code as prescribed by section 1024 of 
the Taxpayer Relief Act of 1997. 
Through this program, the IRS can 
collect overdue taxes through a 
continuous levy on certain Federal 
payments disbursed by FMS; it 
generally allows Medicare to match a 
claim to a delinquent taxpayer, offset 
the payment, and recover a percentage 
of the amount due. 

The FPLP is a collection and 
enforcement tool used by the IRS for 
individuals that have received all 
requisite notification of tax delinquency 
and who have either exhausted or 
neglected to use their respective appeal 

rights; therefore, the FPLP is only 
applied after all previous IRS 
collections efforts have failed. 
Accordingly, the FPLP is an automated 
levy program where certain delinquent 
taxpayers are systematically matched 
and levied on their Federal payments 
disbursed by Treasury’s FMS. 

In 2001, we implemented the FPLP 
process for Medicare Part C and vendor 
payments, and in FY 2009, we will 
implement the FPLP process for 
payments made to providers and 
suppliers reimbursed under Part A and 
Part B of the Medicare program. 
However, the FPLP does not allow CMS 
to offset a payment when an individual 
reassigns his or her benefits to a third- 
party, such as a group practice where an 
existing Federal tax delinquency exists. 

Consistent with statutory authority 
found under sections 1866(j)(1)(A) and 
1871 of the Act, we believe that we have 
the authority to establish and make 
changes to the enrollment process for 
providers and suppliers of service. 
Accordingly, to ensure that the Federal 
government is able to recoup delinquent 
Federal tax debts from physicians and 
NPPs who are enrolled in the Medicare 
program and are receiving payments, we 
are considering revoking the billing 
privileges for those individuals for 
whom a tax delinquency exists and we 
are unable to directly levy future 
payments through the FPLP. While we 
did not propose this change in this 
year’s PFS proposed rule, we will 
consider proposing this type of change 
in a future rulemaking effort after we 
have implemented the FPLP process, 
monitored and evaluated the 
implementation of FPLP process, and 
analyzed the potential impact of this 
change on physician and NPPs who are 
subject to the FPLP but for whom we are 
unable to directly levy future payments 
through the FPLP. In addition, we 
expect to conduct outreach regarding 
our implementation of the FPLP in FY 
2009. 

We believe that this change, if 
proposed and adopted, would prohibit 
an individual with a tax delinquency 
from shielding their future payments 
through reassignment of benefits to a 
third party. Finally, since the tax 
delinquency would be incurred by an 
individual who has reassigned his or 
her benefits to a third party, we do not 
believe that it is appropriate to take 
action against the third-party. We 
believe that this is consistent with the 
protections already afforded to an 
individual by the IRS but ensures that 
Medicare does not enroll or allow 
continued enrollment to an individual 
with a serious tax delinquency. 

We maintain that it is essential that a 
physician or NPP resolve any existing 
Federal tax delinquency before entering 
the Medicare program. This will ensure 
that the Medicare program is not making 
payments to an individual who has not 
met his or her obligation to pay their tax 
debts. 

Finally, we solicited comments on 
whether we should consider revoking a 
physician’s billing privileges or taking 
some other type of administrative action 
when a physician or NPP has a Federal 
tax delinquency that can not be levied 
through the FPLP process. We also 
solicited comments on whether we 
should consider revoking the billing 
privileges of an organizational entity or 
taking some other type of administrative 
action against organizational entities 
when the owners of an organizational 
entity have a Federal tax delinquency 
that can not be levied through the FPLP 
process. 

Comment: One commenter 
recommends an alternative to payment 
denial where an individual with a tax 
delinquency has reassigned their 
benefits to a group. The commenter 
suggested that the government garnish a 
portion of the individual practitioner’s 
salary directly, as appropriate. Another 
commenter does not believe it is 
appropriate to penalize all of the 
partners in a practice, when only one 
individual is guilty of tax evasion. One 
commenter requests that we define, in 
greater detail, the term ‘‘reliable 
information,’’ and also that we assure 
some formal type of appeals process 
apart from a simple rebuttal. Another 
commenter questions if there is a 
mechanism in place whereby a potential 
new hire can be held harmless should 
his or her potential employer find itself 
in a delinquent status within a 12- 
month period. One commenter 
questions whether the burden of 
reporting an adverse legal action would 
be placed upon the individual saddled 
with the action rather than his or her 
group managing partners, for sometimes 
the principals are not aware of the 
actions of their employees. Another 
commenter stated that at a minimum, 
the third party involved should be sent 
notification of the provider’s revoked 
billing privileges 18 months before the 
date of revocation. One commenter 
believes that this provision is not 
logistically possible because it raises too 
many issues, including taxpayer 
privacy, equal opportunity employment 
concerns, and perhaps even 
whistleblower triggers regarding 
noncompliance. 

Response: Section 189 of the MIPPA 
requires that CMS take all necessary 
steps to participate in the Federal 
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Payment Levy Program (FPLP) under 
section 6331(h) of the Internal Revenue 
Code of 1986. The FPLP process allows 
CMS to levy current and future 
payments until the tax delinquency is 
eliminated. 

After reviewing comments received in 
response to our solicitation for 
comments regarding whether we should 
consider revoking billing privileges or 
taking some other administrative action 
when a physician or NPP has a Federal 
tax delinquency that cannot be levied 
through the FPLP process, we are 
considering whether future rulemaking 
or administrative action is needed in 
this area. We appreciate the public 
insight regarding our solicitation for 
comments and will consider these 
comments in developing any future 
rulemaking proposals; however, we 
continue to maintain that physicians 
and NPPs should resolve any existing 
Federal tax delinquency before enrolling 
in the Medicare program or as soon as 
practical if the physician is enrolled in 
Medicare. 

3. Denial of Enrollment in the Medicare 
Program (proposed § 424.530(a)(6) and 
(a)(7)) 

Currently, owners, authorized 
officials, and delegated officials of 
physician and NPP organizations and 
individual practitioners, including 
physicians and NPPs, can obtain 
additional billing privileges by 
establishing a new tax identification 
number (TIN), reassigning benefits to 
another entity, or by submitting an 
enrollment application as another 
provider or supplier type even though 
the entity for which the provider or 
supplier furnished services and has had 
its billing privileges revoked, 
suspended, or has an outstanding 
Medicare overpayment. Absent a reason 
to reject or deny a Medicare enrollment 
application, the Medicare FFS 
contractor is required to approve the 
enrollment application for a provider or 
supplier who meets all other Federal 
and State enrollment requirements for 
their provider or supplier type. 

By submitting and having an 
enrollment application (for example, an 
initial application or a change of 
ownership) with a new TIN, some 
physician and NPP organizations and 
individual practitioners are able to 
circumvent existing Medicare 
revocation, payment suspension, 
overpayment recovery, and medical 
review processes by obtaining 
additional Medicare billing privileges. 
By obtaining additional billing 
privileges for multiple locations, these 
providers and suppliers are able to 
discontinue the use of the NPI that has 

an administrative action against it and 
bill and receive payment under another 
NPI. 

Consistent with existing § 405.371, we 
will impose a payment suspension 
when we possess reliable information 
that an overpayment or fraud, or willful 
misrepresentation exists, or that 
payments to be made may not be 
correct. Suspension procedures give 
providers and suppliers an opportunity 
to submit a rebuttal to CMS’ payment 
suspension determination. We believe 
that it is essential that we resolve the 
payment suspension determination 
before we grant additional billing 
privileges to these providers or 
suppliers. In concert with § 405.372(c), 
once a payment suspension has been 
terminated, providers and suppliers 
may then apply for billing privileges. 

Moreover, we are obligated to recover 
Medicare overpayments as 
expeditiously as possible. Providers and 
suppliers can pay the debt or Medicare 
can reduce present or future Medicare 
payments and apply the amount 
withheld to the indebtedness. When we 
identify an overpayment and provide 
notice of the overpayment, physician 
and NPP organizations and individual 
practitioners are given an opportunity to 
appeal the determination. Under certain 
conditions, the overpayment collection 
process is suspended during the appeals 
process. However, if the physician and 
NPP organization or individual 
practitioner does not appeal the 
overpayment determination, or if the 
overpayment determination is upheld 
on appeal, we will initiate a recovery 
action. 

Accordingly, we proposed to add a 
new § 424.530(a)(6) and (a)(7) to deny 
enrollment applications for additional 
Medicare billing privileges if the 
physician or NPP organization or 
individual practitioner has an active 
payment suspension or has an existing 
overpayment that has not been repaid. 
We proposed to allow a Medicare FFS 
contractor to deny enrollment 
applications from those authorized 
officials, delegated officials, owners, 
and individual practitioners that own a 
supplier or provider at the time of filing 
until such time as the suspension has 
been terminated or the Medicare 
overpayment has been repaid in full. 
Specifically, we proposed to deny 
enrollment to any current owner (as 
defined in § 424.502), physician, or 
NPP, who is participating in the 
Medicare program and is under a 
current Medicare payment suspension. 

We stated that we believe that the 
change to our denial policy would help 
protect the Medicare program from 
unscrupulous or problematic physician 

and NPP organizations and individual 
practitioners. Moreover, we believe this 
change would: (1) Allow Medicare FFS 
contractors to improve customer service 
to all providers and suppliers that are 
already enrolled in the Medicare 
program; (2) facilitate the enrollment of 
all providers and suppliers seeking to 
enroll in the Medicare program for the 
first time; and (3) expand on existing 
efforts to process changes in a timely 
manner and provide better customer 
service. 

Comment: Several commenters stated 
that our proposal to deny additional 
billing privileges to a physician or an 
NPP when the physician or NPP is 
suspended or has an outstanding 
overpayment is a denial of due process 
and is in conflict with the principle of 
innocent until proven guilty. 

Response: We believe that we have an 
obligation to protect the Medicare 
program from inappropriate payments. 
Conversely, physicians and NPPs have 
an obligation to the Medicare program 
to resolve payment suspensions and 
overpayment actions in a timely 
manner. Finally, as a payer of health 
care, we believe that additional billing 
privileges should not be conveyed to a 
physician, NPP or owners, authorized 
and delegated officials who have an 
existing payment suspension or 
overpayment. To grant additional billing 
privileges to individuals with an 
existing payment suspension or 
overpayment exposes the Medicare 
Trust Funds to additional risks. 

With Medicare’s implementation of 
the NPI on May 23, 2008, Medicare 
contractors no longer issue billing 
numbers to providers and suppliers 
participating in the Medicare program. 
However, Medicare contractors do 
convey billing privileges to providers 
and suppliers that have an NPI and meet 
all of the program requirements for their 
provider or supplier type. Once 
enrolled, providers and suppliers are 
required to use their NPI to submit 
claims to Medicare, and based on the 
NPI final rule, organizations may obtain 
one or more NPIs. 

After reviewing public comments, we 
are finalizing the provisions at 
§ 424.530(a)(6) and (a)(7) to deny 
enrollment applications for additional 
Medicare billing privileges if a 
physician, NPP, physician or NPP 
organization has an existing payment 
suspension or has an existing 
overpayment that has not been repaid. 
We believe that permitting a Medicare 
contractor to deny enrollment 
applications submitted by individual 
practitioners, authorized officials, 
delegated officials, and owners until 
such time as the Medicare overpayment 
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has been repaid in full will require 
providers and suppliers to resolve 
overpayments in a timely manner. Once 
CMS has imposed a payment 
suspension, a provider or supplier may 
submit a rebuttal to CMS for the 
purpose of reducing or terminating the 
payment suspension. As long as the 
payment suspension is effective, the 
contractor has the task of making an 
overpayment determination. 
Specifically, we are adopting the 
provision to deny enrollment to any 
physician, or NPP current owner (as 
defined in § 424.502), authorized or 
delegated official who is participating in 
the Medicare program and is under an 
existing Medicare payment suspension 
or has an outstanding overpayment that 
has not been repaid in full. As adopted, 
physicians and NPPs will not be 
allowed to enroll and reassigning 
payments to a third-party if the 
individual practitioner has an existing 
payment suspension or overpayment 
that have not been repaid. 

4. Reporting Requirements for Providers 
and Suppliers (§ 424.516 and 
§ 424.535(a)(10)) 

Currently, § 424.520(b) requires that 
providers and suppliers, except 
DMEPOS and IDTF suppliers, report to 
CMS most changes to the information 
furnished on the enrollment application 
and furnish supporting documentation 
within 90 calendar days of the change 
(changes in ownership must be reported 
within 30 days). As specified in 
§ 424.57(c)(2), DMEPOS suppliers have 
only 30 calendar days to submit changes 
of information to CMS. As specified in 
§ 410.33(g)(2), IDTFs, must report 
changes in ownership, changes in 
location, changes in general 
supervision, and final adverse actions 
within 30 calendar days. All other 
changes to the enrollment application 
must be reported within 90 days. 

While physician and NPP 
organizations and individual 
practitioners are required to report 
changes within 90 days of the reportable 
event, in many cases, there is little or no 
incentive for them to report a change 
that may adversely affect their ability to 
continue to receive Medicare payments. 
For example, physician and NPP 
organizations and individual 
practitioners purposely may fail to 
report a felony conviction as described 
in § 424.535(a)(3), or other final adverse 
action, such as a revocation or 
suspension of a license to a provider of 
health care by any State licensing 
authority, or a revocation or suspension 
of accreditation, because reporting this 
action may result in the revocation of 
their Medicare billing privileges. Thus, 

unless CMS or our designated contractor 
becomes aware of the conviction or final 
adverse action through other means, the 
change may never be reported by a 
physician and NPP organization or 
individual practitioner. Alternatively, if 
CMS or our designated contractor 
becomes aware of the conviction or final 
adverse action after the fact, we have 
lacked the regulatory authority to collect 
overpayments for the period in which 
the physician and NPP organizations 
and individual practitioners should 
have had their billing privileges 
revoked. 

Since we believe that physician and 
NPP organizations and individual 
practitioners must furnish updates to 
their Medicare enrollment information 
in a timely manner, we are adopting a 
new § 424.516(d) which would establish 
more stringent reporting requirements 
for physician NPP organizations and 
individual practitioners. (We proposed 
to redesignate § 424.520 as § 424.516 
and amend the provisions in new 
§ 424.516.) In addition to a change of 
ownership (as currently specified in 
redesignated § 424.516(d)(1)(i)), we 
proposed to add § 424.516(d)(1)(ii) 
requiring all physician and NPP 
organizations and individual 
practitioners to notify our designated 
contractor of any final adverse action 
within 30 days. We stated that final 
adverse actions include, but are not 
limited to, felonies, license suspensions, 
and the HHS Office of the Inspector 
General (OIG) exclusion or debarment. 
We believe that a physician and NPP 
organizations and individual 
practitioner’s failure to comply with the 
reporting requirements within the time 
frames described above may result in 
the revocation of Medicare billing 
privileges and a Medicare overpayment 
from the date of the reportable change. 
Specifically, we believe that a final 
adverse action may preclude payment, 
and thus, establish an overpayment 
from the date of the adverse action. As 
such, we believe that physician and 
NPP organizations and individual 
practitioners should not be allowed to 
retain any reimbursement they receive 
after the final adverse action. 

In addition, we added the word 
‘‘final’’ to the beginning of the term 
‘‘adverse legal action’’ in the regulation 
text in § 424.535 on overpayment. We 
define the term as a ‘‘final adverse 
action’’ in the definition section at 
§ 424.502 and want to be consistent 
with that definition. Also, we want to be 
consistent with our definition of this 
term in the Durable medical Equipment 
prosthetics Orthotics and Supplies 
surety bond rule (CMS–6006–F). 
Moreover, we want this term to be 

consistent with the definition of ‘‘final 
adverse action’’ found in section 
221(g)(1)(A) of the Health Insurance 
Portability and Accountability Act 
(HIPAA) of 1996. Finally, we believe 
that a final adverse action has occurred 
when the sanction is imposed and not 
when a supplier has exhausted all of the 
appeal rights associated with the action 
itself. 

We believe that it is essential that this 
type of change be reported in a timely 
manner (that is within 30 days). For 
example, if CMS or our designated 
contractor determines in February 2008 
that a physician failed to notify 
Medicare about a final adverse action 
that occurred on June 30, 2007, that 
physician may be subject to an 
overpayment for all Medicare payments 
beginning June 30, 2007 and have their 
Medicare billing privileges revoked 
effective retroactively back to June 30, 
2007 as well. 

Additionally, we proposed to add a 
requirement for change in location at 
§ 424.516(d)(1)(iii). Since a change in 
location may impact the amount of 
payment for services furnished by 
placing the physician and NPP 
organizations and individual 
practitioners into a new Core Based 
Statistical Area (CBSA). We believe that 
it is essential that physician and NPP 
organizations and individual 
practitioners report changes in practice 
location including those that impact the 
amount of payments they receive within 
a timely period (that is, 30 days). 
However, unlike a final adverse action, 
which may preclude all payments if 
reported, failure to report a change in 
practice location may impact the 
amount of payment, not whether a 
physician and NPP organizations and 
individual practitioners may be eligible 
to receive payments. Accordingly, we 
believe that failing to report changes in 
practice location would result in an 
overpayment for the difference in 
payment rates retroactive to the date the 
change in practice location occurred 
and may result in the revocation of 
Medicare billing privileges. For 
example, if a physician and NPP 
organization moves its practice location 
in New York, from urban Herkimer 
County to Hamilton County or Lewis 
County, which are both rural, but fails 
to update its provider enrollment 
information; then it would no longer be 
able to receive the higher payment rate 
associated with Herkimer County. We 
believe that reporting these types of 
changes is essential for making correct 
and appropriate payments. 

We proposed to add § 424.535(a)(9) 
which would specify that failure to 
comply with the reporting requirements 
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specified in § 424.516(d) would be a 
basis for revocation. Additionally, we 
proposed in § 424.565, ‘‘Failure to 
comply with the reporting requirements 
specified in § 424.516(d) would result in 
a Medicare overpayment from the date 
of a final adverse action or a change in 
practice location.’’ In this situation, an 
overpayment for failure to timely report 
these changes would be calculated back 
to the date of the final adverse action or 
the date of the change in practice 
location. Once an overpayment has been 
assessed, we will follow the 
overpayment regulations established at 
42 CFR part 405 subpart C. We 
previously addressed these procedures 
in Chapter 4 of the Medicare Financial 
Management Manual (IOM Manual 100– 
06). Lastly, collection of overpayments 
related to § 424.516(d)(1)(iii) would not 
begin until after the effective date of the 
final rule. 

Since it is essential that physician and 
NPP organizations and individual 
practitioners notify their designated 
contractor of these types of reportable 
events in a timely manner and to ensure 
that the provider or supplier continues 
to be eligible for payment, we believe 
that it is essential that we establish an 
overpayment from the time of the 
reportable event. We believe that 
establishing an overpayment and 
revocation of billing privileges for 
noncompliance from the time of the 
reportable event would provide the 
supplier with a compelling incentive to 
report reportable changes in the 30-day 
reporting period. 

In addition, if CMS or our designated 
contractor determines that a physician 
and NPP organization or an individual 
practitioner has moved and has not 
reported the reportable event within the 
30-day reporting period, CMS or our 
designated contractor would impose an 
overpayment, if applicable, and revoke 
billing privileges for a period of not less 
than 1 year. 

Comment: One commenter would like 
to laud CMS for expounding on 
reporting requirements for the updates 
regarding address changes, as well as 
reporting an adverse legal action in a 
manner to be complete within 30 days. 
The commenter continued to state that 
failure to report changes in location, 
leading to potential overpayment, and 
revocation of Medicare billing privileges 
needs to be highlighted for all providers. 

Response: We appreciate this 
comment and will consider expanding 
this provision to all providers and 
suppliers in a future rulemaking effort. 

Comment: One commenter stated that 
it disagrees with our assumption that all 
payments subsequent to an adverse legal 
action are collectable overpayments. 

Response: Since final adverse actions 
such as Federal exclusion or debarment, 
felony convictions as described in 
§ 424.535(a)(3) or license suspension or 
revocation that precluded continued 
enrollment in the Medicare program. 

Comment: One commenter stated that 
while a CMS representative publicly 
stated that the proposed rule should 
have referenced adverse legal actions 
that have been finally adjudicated, the 
commenter recommends that CMS 
clarify this language in the final rule. 
Several commenters recommended that 
only adverse legal actions that are 
relevant to the practice of medicine 
should be required to be reported to 
CMS. 

Response: Based on these comments, 
we are adding a definition of a final 
adverse action to § 424.502(a). 
Specifically, we have defined a final 
adverse action to mean one or more of 
the following actions: (1) A Medicare- 
imposed revocation of any Medicare 
billing privileges; (2) Suspension or 
revocation of a license to provide health 
care by any State licensing authority; (3) 
Revocation or suspension by an 
accreditation organization; (4) A 
conviction of a Federal or State felony 
offense (as defined in § 424.535(a)(3)(i)) 
within the last 10 years preceding 
enrollment, revalidation, or re- 
enrollment; or (5) An exclusion or 
debarment from participation in a 
Federal or State health care program. 

Comment: One commenter suggested 
that we should clarify in the final rule 
that with regard to adverse legal actions, 
the requirements should apply only to 
notification within 30 days of ‘‘final’’ 
legal actions that are relevant to or 
otherwise impact the practice of 
medicine. 

Response: While we understand that 
physicians and NPPs are afforded 
different appeal rights depending on the 
type of final adverse action, we do not 
believe that it is appropriate to allow 
physicians and NPPs to continue to 
furnish services to Medicare 
beneficiaries if their State medical 
license has been suspended or revoked, 
a Federal exclusion or debarment or 
Medicare revocation has been imposed, 
or the physician or NPP was found 
guilty or pled to felony conviction as 
described in § 424.535(a)(3). 

Comment: One commenter believes 
that if CMS wants to collect alleged 
overpayments for services paid during 
the 90 days as if they were performed 
in a higher-paying locale, then they 
should also pay the difference for 
underpayments when a physician 
provides services for up to 90 days in 
a higher paying locality prior to 
notifying CMS of the change in location. 

Response: We maintain that it is the 
responsibility of the physician, NPP or 
physician or NPP organization to update 
their enrollment information within the 
appropriate timeframes. Further, note 
that CMS will not reprocess claims for 
the services provided when there has 
been a failure to report a change in 
practice location. 

Comment: Several commenters stated 
that a State licensing board is the proper 
authority to weigh the significance of 
legal actions against a physician. 
Another commenter stated that State 
licensing and other requirements 
already protect beneficiaries from the 
most important kinds of issues that 
could arise in medical care. 

Response: While we agree that State 
licensing boards are responsible for 
determining whether an individual 
meets or continues to meet the 
qualifications for a specific State 
medical license, we do not agree that a 
State license is the only criteria that an 
individual must maintain in order to 
receive billing privileges from the 
Medicare program. 

Comment: One commenter stated that 
they do not oppose changing the time 
period for reporting adverse legal 
actions from 90 days to 30 days, as 
generally payments should not be made 
under these circumstances. 

Response: We appreciate this 
comment. 

Comment: One commenter stated that 
they did not agree that a change in 
practice location should be treated as an 
urgent matter that would support a 
retroactive revocation of billing 
authority. 

Response: We disagree with this 
commenter. Since physicians and NPPs 
receive payments in part on locality 
adjustments based on the place of 
service, we believe that physicians, 
NPPs, and physician and NPP 
organizations are responsible for 
updating their enrollment record within 
30 days of a change in practice location. 
It is also important to note that we 
already have existing authority to 
revoke the billing privileges of a Part B 
supplier, including physicians and 
NPPs, if CMS or our contractor 
determines that upon an on-site review 
or other reliable evidence that the 
supplier is not operational (see 
§ 424.535(b)(5)). 

Comment: One commenter stated that 
they oppose changing the time period 
for reporting a change in location from 
90 days to 30 days because the 
physician is still eligible for payment 
and Medicare’s vulnerability to 
overpayments is limited. 

Response: While we agree that a 
physician may still be eligible to receive 
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payment, the issue in question is the 
amount of payment. Moreover, as a 
payer of health care, we believe that 
physicians and all other providers and 
suppliers have a responsibility to 
update their enrollment record when a 
change in practice location occurs. This 
will allow CMS or our contractor to 
verify that services are actually 
furnished at the practice locations 
identified by the medical practices. 

Comment: One commenter stated that 
if we finalize our reporting 
requirements, a better option would be 
to limit the types of actions that are 
reportable to similar actions that are 
required to be reported to the National 
Practitioner Data Bank (NPDB) which 
was established by the Congress to 
address the need to improve the quality 
of medical care by encouraging State 
licensing boards, health care entities 
such as hospitals, and professional 
societies to identify and discipline those 
who engage in unprofessional behavior, 
as well as restrict a practitioner’s ability 
to move from State to State without 
disclosure of previous adverse action 
history. 

Response: We disagree with this 
commenter. In considering the types of 
events that should be reported within 30 
days of the reportable event, with this 
final rule with comment period, we 
have limited the types of reportable 
events to three specific types of events: 
(1) Change in ownership, (2) final 
adverse actions, and (3) change in 
practice location. We believe that the 
failure to report any of these types of 
reportable events may result in 
payments to the wrong organization, 
erroneous payments if the physician or 
NPP payment no longer meets State 
licensure requirements, or payments in 
the wrong amount when a change in 
practice location impacts the payment 
to a physician, NPP or physician or NPP 
organization. 

Comment: One commenter stated that 
our proposal to revoke billing privileges 
for a period of not less than 1 year for 
failure to comply with the proposed 30- 
day reporting period is a harsh and 
unjust penalty for a minor paperwork 
offense. 

Response: While we understand this 
commenter’s concern, we believe that 
physicians, NPPs, physician and NPP 
organizations have an obligation to 
report certain changes, including State 
license suspensions and revocations, 
felony convictions as described in 
§ 424.535(a)(3), Federal debarments and 
exclusions, within 30 days since these 
adverse actions may affect a physician, 
NPP or physician or NPP organization’s 
ability to continue to participate in the 
Medicare program. 

Comment: One commenter urged 
CMS to consider that the failure to 
notify Medicare contractors of a change 
in location is an oversight rather than a 
true attempt to defraud the Medicare 
program. 

Response: Since physicians, NPPs, 
and physician and NPP organizations 
routinely notify State medical societies, 
vendors, employees, utility companies, 
leasing companies, and others prior to a 
change in practice location, we disagree 
with this commenter that change in 
location is an oversight. 

Comment: One commenter stated that 
that while there is a need to maintain 
timely provider records and track 
Medicare payments, proposed penalties 
for failure to report an address change 
promptly are so out of proportion to the 
offense as to be draconian. 

Response: We disagree with this 
commenter. As stated above, we 
understand that physicians, NPPs, and 
physician and NPP organizations 
routinely notify other payers and 
affiliated business partners about a 
change of practice location in advance 
of the change. In addition, to ensure 
payment accuracy, it is essential that 
physicians, NPPs, and physician and 
NPP organizations report changes in 
practice locations prior to change, but 
not later than 30 days after the 
reportable event. 

Comment: One commenter stated that 
it seemed sufficient to collect any 
overpayment from providers that file 
their change of address notice within 
the traditional 90-day window for 
updating enrollment records. 

Response: As a payer of health care, 
it is essential that we make every 
attempt to make correct payments for 
services furnished by qualified 
providers and suppliers. To help ensure 
that we are making the correct payments 
the first time, we believe that it is 
necessary that physicians, NPPs, and 
physician and NPP organizations update 
their enrollment records when a change 
in practice location occurs. 

Comment: One commenter urges CMS 
to withdraw the proposal to establish 
authority to require that physicians 
report a change in ownership, ‘‘any’’ 
adverse legal action, or change in 
practice location within 30 days since 
these events may be unrelated to the 
Medicare program and the reporting 
time frame is unduly burdensome to 
physicians. 

Response: We disagree with this 
commenter. Since June 20, 2006, 
physicians and NPP organizations have 
been required to report a change in 
ownership within 30 days and changes 
in practice locations and final adverse 
actions within 90 days (see 

§ 424.516(d)). Since we are aware of 
situations where physicians and NPPs 
have not reported State license 
suspensions/revocations or final adverse 
actions which may affect a physician or 
NPPs eligibility to participate in the 
Medicare program, we believe that it is 
essential to establish more stringent 
reporting requirements than in the past. 
We believe that these requirements 
along with corresponding enforcement 
procedures will encourage physicians, 
NPPs and physician and NPP 
organizations to report changes in 
ownership, final adverse actions, and 
changes in practice location in a timely 
manner (that is, 30 days.) 

Comment: One commenter stated that 
‘‘any adverse legal action’’ is not 
defined; therefore a 30-day reporting 
requirement is unreasonable as are the 
other proposed requirements. The 
commenter also stated that we should 
save our severe penalties for proven 
fraudulent behavior, not minor clerical 
oversights. 

Response: We disagree with this 
commenter that failure to report a final 
adverse action is a minor clerical 
oversight. Since reporting a final 
adverse action may affect a physician or 
NPP’s ability to continue to participate 
in the Medicare program, we 
understand why these actions may not 
be reported to a Medicare contractor; 
however, we believe that final adverse 
actions, including State licensing 
suspensions and revocations, should be 
reported within 30 days of the 
reportable event, even if the physician 
or NPP plans on appealing the final 
adverse action. By reporting the final 
adverse action within 30 days, the 
Medicare program will carefully review 
any revocation action and exercise its 
discretion as to whether to impose a 
revocation and the length of time of the 
reenrollment bar. 

Comment: One commenter stated that 
a revocation of billing privileges seems 
to be a disproportionately severe 
penalty for infractions such as: (1) 
Failure to report changes in ownership, 
adverse legal actions, and changes in 
practice location, or (2) not maintaining 
ordering and referring documentation 
for a 10-year period. 

Response: We disagree with this 
commenter. As stated above, we believe 
reporting changes in ownership, final 
adverse actions, and changes in practice 
locations are essential to ensuring that 
the Medicare program makes correct 
payments to eligible practitioners and 
organizations. We also believe that it is 
essential that physicians and NPPs 
maintain ordering and referring 
documentation to support the claims 
submissions. 
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Comment: One commenter stated that 
levying an overpayment for failure to 
report a ‘‘reportable event,’’ within 30 
days is excessive for what is likely an 
honest oversight. 

Response: We disagree with this 
commenter that establishing an 
overpayment is excessive when a 
physician, NPP or physician and NPP 
organization fails to report a final 
adverse action, such as a State license 
suspension or revocation or adverse 
legal action, that may preclude 
participation in the continued 
participation in the Medicare program 
in a timely manner (that is, 30 days). 

Comment: One commenter stated that 
Federal regulations regarding 
overpayments are already established at 
42 CFR part 405, therefore, changing the 
provider enrollment requirements to 
prevent overpayments is not necessary. 

Response: We disagree with this 
commenter because the existing 
overpayment regulations do not allow 
us to assess an overpayment based on 
the failure of a physician, NPP, or 
physician or NPP organizations to report 
certain reportable enrollment events. 

Comment: One commenter stated that 
they were concerned over inconsistency 
in the verbiage of this section where we 
state in the CY 2009 PFS proposed rule 
(73 FR 38538 through 38539) that billing 
privileges may be revoked in one place 
and in the other place state that they 
would be revoked. 

Response: We appreciate this 
comment and have clarified in this final 
rule to use the word, ‘‘may’’ when 
referring to the revocation of Medicare 
billing privileges. 

Comment: One commenter 
recommends that a 60-day limit be 
imposed rather than the proposed 30 
days for notifying CMS about a 
‘‘reportable event.’’ 

Response: We believe that changes of 
ownership, adverse legal actions, and 
changes in practice locations can and 
should be reported within 30 days of the 
reportable event. By reporting these 
types of reportable events within 30 
days, the Medicare program can take the 
necessary steps to ensure that we are 
paying physicians and NPPs correctly 
and ensure that only eligible physicians 
and NPPs are enrolled in the Medicare 
program. 

After reviewing public comments, we 
are finalizing the provision at proposed 
§ 424.516(d) which would require 
physicians, NPPs or physician and NPP 
organizations to notify its Medicare 
contractor of a change of ownership, 
change in practice location or any final 
adverse action within 30 days of the 
reportable event. In addition, we believe 
that physician and NPP organizations’ 

and individual practitioners’ failure to 
comply with the reporting requirements 
within the time frame described above 
may result in the revocation of Medicare 
billing privileges and the imposition of 
a Medicare overpayment from the date 
of the reportable change. Specifically, 
we believe that a final adverse action 
may preclude payment, and thus, 
establish an overpayment from the date 
of the adverse legal action. As such, we 
believe that physician and NPP 
organizations and individual 
practitioners should not be allowed to 
retain any reimbursement they receive 
after the date of the adverse legal action. 
In addition, physicians, NPPs, or 
physician and NPP organizations who 
voluntarily report a final adverse action 
that prohibits further payment will have 
their Medicare billing privileges 
revoked and have an overpayment 
assessed back to the date of the 
reportable event. CMS has the discretion 
to revoke the supplier’s billing 
privileges. Moreover, revocation affords 
the supplier appeal rights and by 
reporting an adverse legal action within 
30 days of the reportable event, a 
physician or NPP or physician or NPP 
organization may regain billing 
privileges if the final adverse action no 
longer impedes the applicant’s 
reenrollment into the Medicare 
program. 

We are also finalizing the provision at 
§ 424.516(d)(1)(iii) which requires 
physicians, NPPs and physician and 
NPP organizations to report a change of 
practice location within 30 days. While 
we may not revoke the billing privileges 
of physicians, NPPs and physician and 
NPP organizations if a change of 
practice location is reported by the 
practitioner or organization after the 
prescribed 30-day timeframe, we will 
assess an overpayment, if applicable, for 
the difference in payment rates 
retroactive to the date the change in 
practice location occurred. In addition, 
with limited exceptions such as a 
Presidentially-declared disaster under 
the Robert T. Stafford Disaster Relief 
and Emergency Assistance Act, 42 
U.S.C. 5121–5206 (Stafford Act), 
physicians, NPPs, and physician and 
NPP organizations can report a change 
of practice location in advance of the 
reportable event. We note that 
individual practitioners and physician 
and NPP organizations routinely notify 
staff, the U.S. Post Office, telephone and 
electric companies, suppliers, vendors, 
State medical associations and other 
practitioner partners prior to a change in 
practice location. Accordingly, we 
believe that it is appropriate that 
physicians and NPP organizations notify 

the Medicare contractor in advance of 
any pending change of practice location, 
but no later than 30 days after the 
reportable event. 

As such, we will not reprocess claims 
for those individual practitioners and 
physician and NPP organizations that 
do not report a change of practice 
location prior to a change in practice 
location where the reported change 
would result in an underpayment, 
unless the change of location was the 
direct result of a Presidentially-declared 
disaster under the Robert T. Stafford 
Disaster Relief and Emergency 
Assistance Act, 42 U.S.C. 5121–5206 
(Stafford Act). We believe that this 
change will create an incentive for 
physicians, NPPs, and physician and 
NPP organizations to report changes in 
practice locations prior to the change of 
practice location or, at a minimum, 
within the 30 days of the reportable 
event. 

Moreover, if we determine that a 
change of practice location occurred and 
it has not been reported within the 30 
days of the reportable event, we may 
revoke billing privileges and assess any 
applicable overpayment for the 
difference in payment rates retroactive 
to the date the change in practice 
location occurred. We believe that the 
authority to revoke billing privileges has 
already been established in 
§ 424.535(a)(5)(ii). 

We are finalizing the provision at 
proposed § 424.535(a)(9) which would 
specify that failure to comply with the 
reporting requirements specified in 
§ 424.516(d) would be a basis for 
revocation. Additionally, we are also 
finalizing the provision we proposed in 
§ 424.565(a), ‘‘Failure to comply with 
the reporting requirements specified in 
§ 424.516(d) would result in a Medicare 
overpayment from the date of a final 
adverse action or a change in practice 
location.’’ In this situation, an 
overpayment for failure to timely report 
these changes would be calculated back 
to the date of the final adverse action or 
the date of the change in practice 
location. Once an overpayment has been 
assessed, we will follow the 
overpayment regulations established at 
42 CFR Part 405 subpart C. 

Based on public comments, we are 
adding a definition of final adverse 
action to § 424.502(a). A final adverse 
action means one or more of the 
following actions: (1) A Medicare- 
imposed revocation of any Medicare 
billing privileges; (2) Suspension or 
revocation of a license to furnish health 
care by any State licensing authority; 
(3) Revocation or suspension by an 
accreditation organization; (4) A 
conviction of a Federal or State felony 
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offense (as defined in § 424.535(a)(3)(i)) 
within the last 10 years preceding 
enrollment, revalidation, or re- 
enrollment; or (5) An exclusion or 
debarment from participation in a 
Federal or State health care program. 

5. Maintaining Ordering and Referring 
Documentation 

We proposed to add a new 
§ 424.516(f) that would specify, ‘‘A 
provider or supplier is required to 
maintain ordering and referring 
documentation, including the NPI, 
received from a physician or eligible 
NPP. Physicians and NPPs are required 
to maintain written ordering and 
referring documentation for 10 years 
from the date of service.’’ We believe 
that it is essential that providers and 
suppliers maintain documentation 
regarding the specific service ordered or 
referred to a Medicare beneficiary by a 
physician or NPP as defined in section 
1842(b)(18)(c) of the Act, (which 
includes but is not limited to nurse 
practitioners and physician assistants). 
We believe that ordering and referring 
documentation maintained by a 
provider or supplier must match the 
information on the Medicare claims 
form. Additionally, we proposed to add 
§ 424.535(a)(10) that would state that 
failure to comply with the 
documentation requirements specified 
in § 424.516(f) would serve as a reason 
for revocation. For example, a lab 
submits a claim with Dr. Smith’s NPI 
(1234512345) in the ordering and 
referring section of the claim form. The 
number submitted on the claim form 
should match the documentation in the 
provider or supplier’s records. In 
addition, we proposed to codify the 
requirement to maintain ordering and 
referring documentation as required in 
the Medicare Program Integrity Manual 
(PIM) Publication 100–08, Chapter 5. 
While the PIM currently requires that 
providers and suppliers maintain 
ordering and referring documentation 
for 7 years from the date of payment, we 
believe that the industry generally 
maintains documentation from the date 
of service. Accordingly, since there may 
be a delay in claims submission and 
subsequent payment for up to 27 
months from the date of service, we 
believe that it would be administratively 
less burdensome for providers and 
suppliers to maintain ordering and 
referring documentation for 7 years from 
the date of service, rather than requiring 
providers and suppliers to maintain 
ordering and referring documentation 
associated with the date of payment. 

We maintain that a provider or 
supplier should retain the necessary 
ordering and referring documentation 

received from physicians and NPPs as 
defined in section 1842(b)(18)(C) of the 
Act to assure themselves that coverage 
criterion for an item has been met. If the 
information in the patient’s medical 
record does not adequately support the 
medical necessity for the item, the 
supplier would be liable for the dollar 
amount involved unless a properly 
executed Advance Beneficiary Notice of 
possible denial has been obtained. 

Comment: One commenter urged 
CMS to adopt its proposal that would 
specify that a provider or supplier is 
required to maintain ordering and 
referring documentation, including the 
NPI received from the physician or 
eligible NPP, for 10 years from the date 
of service, but that this provision only 
apply to services furnished on or after 
the effective date of this final rule with 
comment period. 

Response: We agree with this 
commenter in that we are basing the 
ordering and referring record retention 
requirement based upon the date of 
service, however we are adopting the 
provision for 7 years from the date of 
service. We believe that this approach is 
administratively consistent with current 
manual record retention policy that 
requires that suppliers retain ordering 
and referring documentation for 7 years 
from the date of billing. We maintain 
that it is less burdensome for providers 
and suppliers to maintain ordering and 
referring documentation for 7 years from 
the date of service rather than requiring 
providers and suppliers to maintain 
ordering and referring documentation 
associated with the proposed provision 
for 10 years after the date of payment. 

Comment: One commenter disagrees 
with increasing the retention of ordering 
and referring documentation beyond the 
current 7 years from the date of 
payment. The commenter continued to 
state that the provision as proposed may 
represent an additional cost for 3 years 
of additional record retention. 

Response: As stated above, we are 
establishing an ordering and referring 
record retention period as 7 years from 
the date of service. 

Comment: One commenter believes 
that CMS must understand that in 
virtually all cases, the only information 
the laboratory receives is the laboratory 
requisition submitted by the physician. 

Response: We continue to believe that 
it is necessary that providers and 
suppliers retain ordering and referring 
documentation for services furnished 7 
years from the date of service. However, 
we understand that the supplier may 
not maintain the NPI documentation for 
each service, but the provider or 
supplier must maintain sufficient 
documentation to identify the 

individual who ordered or referred the 
beneficiary for their services. In 
addition, upon review, CMS or our 
contractor may validate the ordering/ 
referring documentation maintained by 
the billing provider or supplier with the 
individual practitioner who ordered/ 
referred the beneficiary for these 
services. 

Comment: One commenter 
recommends that CMS defer to the 
judgment of the State boards of 
pharmacy regarding the length of record 
retention, and also allow offsite 
electronic storage of ordering and 
referring records. 

Response: We appreciate the 
importance of the requirements of State 
boards of pharmacy; however, we 
uphold that Medicare is a national 
program and it is necessary to establish 
national standards for maintaining the 
ordering and referring record retention 
period. We believe that this approach 
will lead to consistency. Further, the 
provisions of the final rule do not 
preclude offsite or electronic storage as 
long as these records are readily 
accessible and retrievable. 

Comment: One commenter proposes 
CMS to abandon its proposal for the 10- 
year record retention period and allow 
pharmacies to follow record retention 
requirements under State law. 

Response: We appreciate the 
importance of the requirements of State 
boards of pharmacy, however we 
uphold that Medicare is a national 
program and it is necessary to establish 
national standards for maintaining the 
ordering and referring record retention 
period. We believe that this approach 
will lead to CMS consistency. While we 
are not changing our record retention 
policy to account for different State 
pharmacy laws, we are revising the 
proposed 10-year record retention 
policy and establishing an ordering and 
referring record retention period as 7 
years from the date of service 

Comment: One commenter believes 
that pharmacies should be allowed to 
maintain their hard-copy records offsite 
electronically after a certain time. 

Response: The provisions of the final 
rule do not preclude offsite or electronic 
storage as long as these records are 
readily accessible and retrievable. 

Comment: Several commenters 
recommended that pharmacies should 
maintain the prescription record in 
written form for the greater of 3 years or 
the requirements in State law, and then 
allow the prescription to be stored 
electronically for the remaining years. 
The commenter continued to state that 
this would bring consistency to the 
Medicare Parts B and D programs, and 
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reduce the need to create new storage 
capacity for paper prescription records. 

Response: Since Medicare is a Federal 
program that already requires a 7-year 
retention period from the date of billing, 
we disagree that this change will create 
a significant burden. 

Comment: One commenter stated that 
the extension from 7 to 10 years would 
add a substantial recordkeeping burden. 

Response: We agree with this 
commenter and have revised this final 
rule with comment period to establish 
an ordering and referring record 
retention period as 7 years from the date 
of service. 

Comment: One commenter urged 
CMS to reconsider our position 
regarding maintaining ordering and 
referring documentation. In addition, 
this commenter stated that this change 
would constitute an unfunded mandate. 

Response: We disagree with this 
commenter that this change is an 
unfunded mandate because providers 
and suppliers are already required by 
CMS’ manual instructions to maintain 
ordering and referring documentation 
for 7 years from the date of billing. 

Comment: One commenter stated that 
we should allow offsite and electronic 
storage of ordering and referring 
records. 

Response: The provisions of the final 
rule do not preclude offsite or electronic 
storage as long as these records are 
readily accessible. 

Comment: One commenter urged 
CMS to adopt the proposed requirement 
for record retention, but only with a 
provision that such record retention 
requirements became effective as of the 
effective date of the final rule. Further, 
the commenter states that those 
providers and suppliers that, until now, 
have not kept ordering and referring 
documentation for 10 years from the 
date of service (and were under no other 
statutory or regulatory requirement to 
do so) would not be liable and face 
possible revocation of billing privileges 
as long as the provider or supplier was 
in compliance with currently existing 
requirements. 

Response: We agree with this 
commenter; however, we have revised 
this final rule to establish the ordering 
and referring record retention period as 
7 years from the date of service. 

After reviewing public comments, we 
are finalizing the provision at proposed 
§ 424.516(f) that would require 
providers and suppliers to maintain 
ordering and referring documentation, 
including the NPI, received from a 
physician or eligible NPP. Physicians 
and NPPs are required to maintain 
written ordering and referring 
documentation for 7 years from the date 

of service. In addition, we are finalizing 
the provision found at § 424.535(a)(10) 
that states that failure to comply with 
the documentation requirements 
specified in § 424.516(f) is a reason for 
revocation. 

Finally, the aforementioned 
provisions regarding ordering and 
referring documentation are effective 
with services furnished on or after the 
implementation date of this final rule. 

6. Revocation of Enrollment and Billing 
Privileges in the Medicare Program 
(§ 424.535(h)) 

Historically, we have allowed 
providers and suppliers whose 
Medicare billing numbers have been 
revoked to continue billing for services 
furnished prior to revocation for up to 
27 months after the effective date of the 
revocation. Since we believe this 
extensive billing period poses 
significant risk to the Medicare program, 
we proposed to limit the claims 
submission timeframe after revocation. 
In § 424.535(g) (Redesignated as 
§ 424.535(h), we proposed that revoked 
physician and NPP organizations and 
individual practitioners, including 
physicians and NPPs, must submit all 
outstanding claims not previously 
submitted within 30 calendar days of 
the revocation effective date. We stated 
that this change is necessary to limit the 
Medicare program’s exposure to future 
vulnerabilities from physician and NPP 
organizations and individual 
practitioners that have had their billing 
privileges revoked. We know that some 
physician and NPP organizations and 
individual practitioners are able to 
create false documentation to support 
claims payment. Accordingly, we stated 
that the proposed change would allow 
a Medicare contractor to conduct 
focused medical review on the claims 
submitted during the claims filing 
period to ensure that each claim is 
supported by medical documentation 
that the contractor can verify. We also 
stated that focused medical review of 
these claims will ensure that Medicare 
only pays for furnished services by a 
physician organization or individual 
practitioner and that these entities and 
individuals receive payment in a timely 
manner. Since a physician organization 
or individual practitioner generally 
submits claims on a nexus to the date 
of service, we stated that the proposed 
change will not impose a significant 
burden on physician organizations or 
individual practitioners. In addition, we 
also proposed to add § 424.44(a)(3) to 
account for this provision related to the 
requirements for the timely filing of 
claims. 

Comment: One commenter supports 
our proposal to limit, to 30 days, the 
time frame in which a provider whose 
billing services have been revoked may 
continue to submit claims for services 
furnished prior to such revocation. 

Response: We appreciate this 
comment. 

Comment: One commenter 
appreciated our concern regarding the 
current period of up to 27 months but 
offered alternative time periods of 60 or 
90 days rather than the proposed time 
period of 30 days. 

Response: We are finalizing the 
provisions at § 424.535(h) (proposed as 
§ 424.535(g)) that require a revoked 
physician, NPP or a physician or NPP 
organization to submit all outstanding 
claims not previously submitted within 
60 calendar days of the effective date of 
the revocation, (except for revocations 
identified in § 405.874(b)(2) and 
§ 424.535(f) of this final rule). 

Comment: Several commenters 
encouraged CMS to reset the period of 
time a provider can submit claims after 
billing privileges have been revoked 
from up to 27 months to 6 months, 
instead of the proposed 30 days. 

Response: As stated above, we are 
finalizing the provisions found at 
§ 424.535(g) (Redesignated as 
§ 424.535(h)) that require a revoked 
physician, NPP or a physician or NPP 
organization to submit all outstanding 
claims not previously submitted within 
60 calendar days of the effective date of 
the revocation, (except for revocations 
identified in § 405.874(b)(2) and 
§ 424.535(f) (redesignated as 
§ 424.535(g)) of this final rule). 

Comment: One commenter stated that 
30 days is simply not enough time to 
wrap up all of the details of a practice, 
in addition to the other circumstances 
associated with a revocation of billing 
privileges. 

Response: We are finalizing the 
provisions found at § 424.535(h) 
(proposed as § 424.535(g)) that require a 
revoked physician, NPP or a physician 
or NPP organization to submit all 
outstanding claims not previously 
submitted within 60 calendar days of 
the effective date of the revocation, 
(except for revocations identified in 
§ 405.874(b)(2) and § 424.535(f) 
(redesignated as § 424.535(g)) of this 
final rule). 

After reviewing public comments, we 
are finalizing the provisions found at 
§ 424.535(h) (proposed as § 424.535(g)) 
that require a revoked physician, NPP or 
a physician or NPP organization to 
submit all outstanding claims not 
previously submitted within 60 
calendar days of the effective date of the 
revocation. Since the physician, NPP or 
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a physician or NPP organization is 
already afforded approximately 30 days 
notification before the effective date of 
revocation (except for revocations 
identified in § 405.874(b)(2) and 
§ 424.535(f) (redesignated as 
§ 424.535(g)) of this final rule), we 
believe that almost 90 days is more than 
sufficient time to file any outstanding 
claims with the Medicare program. 

In addition, we are amending 
§ 424.44(a) to account for this provision 
related to the requirements for the 
timely filing of claims. We are revising 
the § 424.44(a) to clarify that this 
provision is consistent with § 424.521 
which limits the ability of physicians, 
NPPs and physician and NPP 
organizations to bill retrospectively. The 
timely filing requirements in 
§ 424.44(a)(1) and (a)(2) will no longer 
apply to physician, NPPs, or physician 
or NPP organizations or IDTFs. 

7. Technical Changes to Regulations 
Text 

We proposed to make the following 
technical changes: 

• Existing § 424.510(d)(8) would be 
redesignated as § 424.517. This revision 
would separate our ability to conduct 
onsite reviews from the provider and 
supplier enrollment requirements. 

• Existing § 424.520 would be revised 
and redesignated as § 424.516. This 
redesignation would move the 
additional provider and supplier 
enrollment requirements so that these 
requirements immediately follow the 
provider and supplier enrollment 
requirements. 

• In new § 424.520, we proposed to 
specify the effective dates for Medicare 
billing privileges for the following 
entities: Surveyed, certified, or 
accredited providers and suppliers; 
IDTFs; and DMEPOS suppliers. 

• In § 424.530, we proposed to add 
the phrase ‘‘in the Medicare program’’ to 
the section heading to remain consistent 
with other headings in the subpart. 

After reviewing public comments, we 
are finalizing the following technical 
changes: 

• Existing § 424.510(d)(8) has been 
redesignated as § 424.517. This revision 
would separate our ability to conduct 
onsite reviews from the provider and 
supplier enrollment requirements. 

• Existing § 424.520 has been revised 
and redesignated as § 424.516. This 
redesignation would move the 
additional provider and supplier 
enrollment requirements so that these 
requirements immediately follow the 
provider and supplier enrollment 
requirements. 

• In new § 424.520, we are adopting 
the effective dates for Medicare billing 

privileges for the following entities: 
Surveyed, certified, or accredited 
providers and suppliers; IDTFs; and 
DMEPOS suppliers. 

• In § 424.530, we are adding the 
phrase ‘‘in the Medicare program’’ to the 
section heading to remain consistent 
with other headings in the subpart. 

K. Amendment to the Exemption for 
Computer-Generated Facsimile (Fax) 
Transmissions From the National 
Council for Prescription Drug Programs 
(NCPDP) SCRIPT Standard for 
Transmitting Prescription and Certain 
Prescription-Related Information for 
Part D Covered Drugs Prescribed for Part 
D Eligible Individuals 

1. Legislative History 

Section 101 of the MMA amended 
title XVIII of the Act to establish a 
voluntary prescription drug benefit 
program. Prescription Drug Plan (PDP) 
sponsors and Medicare Advantage (MA) 
organizations offering Medicare 
Advantage-Prescription Drug Plans 
(MA–PDs) and other Medicare Part D 
sponsors are required to establish 
electronic prescription drug programs to 
provide for electronic transmittal of 
certain information to the prescribing 
provider and dispensing pharmacy and 
dispenser. This includes information 
about eligibility, benefits (including 
drugs included in the applicable 
formulary, any tiered formulary 
structure and any requirements for prior 
authorization), the drug being 
prescribed or dispensed and other drugs 
listed in the medication history, as well 
as the availability of lower cost, 
therapeutically appropriate alternatives 
(if any) for the drug prescribed. Section 
101 of the MMA established section 
1860D–4(e)(4)(D) of the Act, which 
directed the Secretary to issue uniform 
standards for the electronic 
transmission of such data. 

There is no requirement that 
prescribers or dispensers implement e- 
prescribing. However, prescribers and 
dispensers who electronically transmit 
prescription and certain other 
prescription-related information for 
covered drugs prescribed for Medicare 
Part D eligible individuals, directly or 
through an intermediary, are required to 
comply with any applicable final 
standards that are in effect. For a 
complete discussion of the statutory 
basis for the e-prescribing portions of 
this final rule with comment period and 
the statutory requirements at section 
1860D–4(e) of the Act, please refer to 
the ‘‘Background’’ section of the E- 
Prescribing and the Prescription Drug 
Program proposed rule published in the 

February 4, 2005 Federal Register (70 
FR 6256) 

2. Regulatory History 

a. Foundation Standards and Exemption 
for Computer-Generated Facsimiles 
(Facsimiles) 

In the E-Prescribing and the 
Prescription Drug Program final rule (70 
FR 67568, November 7, 2005), we 
adopted the National Council for 
Prescription Drug Programs (NCPDP) 
SCRIPT standard, Implementation 
Guide, Version 5, Release 0 (Version 
5.0), May 12, 2004, excluding the 
Prescription Fill Status Notification 
Transaction (and its three business cases 
which include the following: 
Prescription Fill Status Notification 
Transaction-Filled; Prescription Fill 
Status Notification Transaction-Not 
Filled; and Prescription Fill Status 
Notification Transaction-Partial Fill) 
hereafter referred to as ‘‘NCPDP SCRIPT 
5.0,’’ as the standard for communicating 
prescriptions and prescription-related 
information between prescribers and 
dispensers. Subsequently, in the June 
23, 2006 Federal Register (71 FR 
36020), we published an interim final 
rule with comment period (IFC) that 
maintained NCPDP SCRIPT 5.0 as the 
adopted standard, but allowed for the 
voluntary use of a subsequent backward 
compatible version of the standard, 
NCPDP SCRIPT 8.1. In the April 7, 2008 
Federal Register, we published a final 
rule (73 FR 18918) that finalized the 
June 23, 2006 IFC; effective April 1, 
2009, we will retire the NCPDP SCRIPT 
5.0 and adopt NCPDP SCRIPT 8.1 as the 
standard. Hereafter we refer to these 
standards as ‘‘NCPDP SCRIPT.’’ 

The November 7, 2005 final rule also 
established an exemption to the 
requirement to utilize the NCPDP 
SCRIPT standard for entities that 
transmit prescriptions or prescription- 
related information for Part D covered 
drugs prescribed for Part D eligible 
individuals by means of computer- 
generated facsimiles (facsimiles 
generated by one computer and 
electronically transmitted to another 
computer or facsimile machine which 
prints out or displays an image of the 
prescription or prescription-related 
information). Providers and dispensers 
who use this technology are not 
compliant with the NCPDP SCRIPT 
standard. The exemption was intended 
to allow such providers and dispensers 
time to upgrade to software that utilizes 
the NCPDP SCRIPT standard, rather 
than forcing them to revert to paper 
prescribing. 
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b. Amendment of Exemption 

In the CY 2008 PFS proposed rule (72 
FR 38194), we proposed to revise 
§ 423.160(a)(3)(i) to eliminate the 
computer-generated facsimile 
exemption to the NCPDP SCRIPT 
standard for the communication of 
prescription or certain prescription- 
related information between prescribers 
and dispensers for the transactions 
specified in § 423.160(b)(1)(i) through 
(xii). 

Since computer-generated facsimiles 
retain some of the disadvantages of 
paper prescribing (for example, the 
administrative cost of keying the 
prescription into the pharmacy system 
and the related potential for data entry 
errors that may impact patient safety), 
we believed it was important to take 
steps to encourage prescribers and 
dispensers to move toward use of 
NCPDP SCRIPT. We believed the 
elimination of the computer-generated 
facsimile exemption would encourage 
prescribers and dispensers using this 
computer-generated facsimile 
technology to, where available, utilize 
true e-prescribing (electronic data 
interchange using the NCPDP SCRIPT 
standard) capabilities. 

We proposed to eliminate the 
computer-generated facsimile 
exemption effective 1 year after the 
effective date of the CY 2008 PFS final 
rule (that is, January 1, 2009). We 
believed that this would provide 
sufficient notice to prescribers and 
dispensers who would need to 
implement or upgrade e-prescribing 
software to look for products and 
upgrades that are capable of generating 
and receiving transactions that utilize 
NCPDP SCRIPT. It would also afford 
current e-prescribers time to work with 
their trading partners to eventually 
eliminate computer-to-facsimile 
transactions. 

We solicited comments on the impact 
of the proposed elimination of this 
exemption. Several commenters 
concurred with our proposal to 
eliminate the exemption for computer- 
generated facsimiles, indicating that 
eliminating the exemption for 
computer-generated facsimiles would 
act as an incentive to move prescribers 
and dispensers toward true e- 
prescribing (electronic data interchange 
using the NCPDP SCRIPT standard), 
although many commenters suggested 
that we continue to allow for the use of 
computer-generated facsimiles in the 
case of transmission failure and network 
outages. Less than half of the 
commenters disagreed with our 
proposal to eliminate the exemptions for 
computer-generated facsimiles, citing 

concerns about increased hardware/ 
software costs, transaction fees, 
certification, and other activation costs. 

Several commenters indicated that the 
elimination of the exemption could be 
problematic in certain e-prescribing 
transactions, namely prescription refill 
requests, but only one of those 
commenters offered substantiation to 
support this assertion. Absent receipt of 
substantial industry data on the impact 
of the elimination of the computer- 
generated facsimile exemption on 
prescription refill requests, and not 
considering the industry’s comments 
about prescription refill requests to 
constitute widespread concern 
regarding the prescription refill request 
function, in the CY 2008 PFS final rule 
with comment period (72 FR 66396), we 
amended the exemption to permit the 
use of computer-generated facsimiles 
only in cases of temporary/transient 
network transmission failures, effective 
January 1, 2009. 

3. Proposal for CY 2009 
Following the publication of the CY 

2008 PFS final rule with comment 
period, we received additional 
information regarding how the 
modification of the exemption for 
computer-generated faxing to eliminate 
use of computer-generated faxing in all 
instances other than temporary/ 
transient network transmission failures 
would adversely impact the electronic 
transmission of prescription refill 
requests. The submitted information 
offered additional support to the claim 
that in all instances other than 
temporary/transient network 
transmission problems, elimination of 
the use of computer-generated 
facsimiles would adversely impact the 
electronic transmission of prescription 
refill requests. These later materials 
substantiated the earlier claims that the 
elimination of the exemption in all 
instances other than temporary/ 
transient network transmission failures 
would force dispensers who e-prescribe 
and use these transactions to revert to 
paper prescribing. These materials 
offered more specific information 
regarding the economic and workflow 
impacts associated with the elimination 
of the exemption for computer- 
generated facsimiles in all instances 
other than temporary/transient network 
transmission failures that was not 
forthcoming in the prior public 
comment period for the CY 2008 PFS 
proposed rule. We also received 
unsolicited comments on this issue 
during the comment period for the 
November 16, 2007 Part D e-prescribing 
proposed rule (proposing the adoption 
of certain final Part D e-prescribing 

standards and the use of NPI in Part D 
e-prescribing transactions) (72 FR 
64900). As a result of the new 
information, we reexamined this issue 
and proposed additional modifications 
to the computer-generated facsimile 
exemption in the CY 2009 PFS proposed 
rule (73 FR 38502). 

Dispensers have indicated that they 
use computer-generated facsimiles for 
the majority of prescription refill 
requests, in particular when 
communicating with prescribers that 
have not adopted e-prescribing. 
Currently, regardless of how the initial 
prescription was received by the 
pharmacy (that is, orally, via e- 
prescribing, telephone, paper, or 
facsimile) nearly all prescription refill 
requests from chain pharmacies to 
prescribers are sent electronically, either 
via an e-prescribing application or via 
computer-generated facsimile. When a 
prescription is received by a dispenser 
electronically, the prescription refill 
request is sent to the prescriber via the 
same technology. However, where the 
dispenser knows that the prescriber 
lacks e-prescribing capability or has not 
activated it, or where the prescriber 
does not respond to the request sent to 
his or her prescribing device, the 
prescription refill request is sent or 
resent via computer-generated facsimile. 
Commenters stated that the vast 
majority of computer-generated 
facsimiles sent today from prescribers to 
pharmacies are not electronic data 
interchange (EDI) transmissions, but 
usually prescription refill requests sent 
from pharmacies to prescribers who do 
not conduct true e-prescribing and, in 
many cases, do not engage in any 
electronic transactions at all. One 
national drug store chain estimates that 
it produces approximately 150,000 
computer-generated facsimile 
prescription refill requests every day. 

The workflow and process for filling 
prescriptions would be significantly 
disrupted if these computer-generated 
facsimile transmissions were prohibited. 
Dispensers and other staff would be 
forced to revert back to making phone 
calls or using a stand-alone facsimile 
machine to contact prescribers each 
time a refill is requested. Commenters 
indicated that not only would this be 
counterproductive to the advances and 
efficiencies made in pharmacy practice, 
it would impose an undue 
administrative burden on dispensing 
pharmacies and pharmacists. 

As a result of this additional 
information regarding the larger than 
anticipated impact of the elimination of 
computer-generated facsimiles for the 
prescription refill request transaction, 
we proposed to further amend the 
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computer-generated facsimile 
exemption to also allow for an 
exemption from the NCPDP SCRIPT 
standards for electronic prescription 
refill request transactions that are 
conducted by computer-generated 
facsimiles when the prescriber is 
incapable of receiving electronic 
transmissions using the NCPDP SCRIPT 
standard. We proposed to retain the 
computer-generated facsimile 
exemption in instances of transient/ 
temporary network transmission 
failures, effective January 1, 2009. We 
also proposed to revisit the computer- 
generated facsimile exemption for the 
purpose of ultimately eliminating it for 
the prescription refill request 
transaction found at § 423.160(b)(1)(vii), 
and specifically solicited industry and 
interested stakeholder comments 
regarding what would constitute an 
adequate time to allow the industry to 
transition to the use of the NCPDP 
SCRIPT standard. 

We also solicited industry input on 
any other e-prescribing transaction that 
might be similarly adversely impacted 
by the elimination of computer- 
generated facsimiles in all instances 
other than transient/temporary network 
transmission failures. 

We received 52 relevant and timely 
public comments on our proposal to 
further amend the exemption of 
computer-generated facsimiles from the 
NCPDP SCRIPT standard for Part D e- 
prescribing to include an exemption for 
refill request transactions with 
prescribers who are not capable of e- 
prescribing using the adopted NCPDP 
SCRIPT standard as detailed in the CY 
2009 PFS proposed rule (73 FR 38600). 
While the comments were few in 
number, they tended to provide 
multiple detailed comments on what 
had been proposed. 

Comment: Several commenters 
recommended that we reinstate the 
exemption for computer-generated 
facsimiles in its entirety. The 
commenters referenced the Medicare 
Improvements for Patients and 
Providers Act of 2008 (MIPPA) and its 
potential to help drive e-prescribing 
adoption, stating that the e-prescribing 
incentives contained in the MIPPA 
provide a better, more transitional path 
towards that goal. 

One commenter recommended that 
the elimination of the computer- 
generated facsimile exemption coincide 
with the incentive provisions contained 
in the MIPPA legislation. The 
commenter noted the eventual penalty 
for Medicare providers who do not 
adopt e-prescribing by the year 2012. 
The commenter also stated that 
structuring the elimination of the 

computer-generated facsimile 
exemption to coincide with this date 
would allow organizations the time 
needed to appropriately implement e- 
prescribing. 

Other commenters recommended that 
we adopt a computer-generated 
facsimile exemption for pharmacies in 
areas where prescribers who do not e- 
prescribe fall under the ‘‘significant 
hardship’’ exception contained in the 
MIPPA. Commenters also recommended 
that the computer-generated facsimile 
exemption be further modified so as to 
allow for use of the computer-generated 
facsimile exemption that was adopted in 
the November 7, 2005 final rule (the 
‘‘original’’ computer-generated facsimile 
exemption) until 2014, when provider 
disincentives/penalties are maximized 
under the MIPPA, at which time a study 
could be conducted to determine the 
number of prescriptions being e- 
prescribed. We assume that the 
commenters’ intent would be to use the 
information gleaned from such a study 
as an indicator of whether or not e- 
prescribing had reached an acceptable 
level of adoption among providers and 
pharmacies, and that if an acceptable 
level of adoption among providers and 
pharmacies had been demonstrated, that 
the computer-generated facsimile 
exemption could be eliminated. 

Similarly, other commenters 
suggested that the exemption should be 
eliminated in 2012 when disincentives 
under the MIPAA e-prescribing 
incentive program go into effect, or in 
2014, when e-prescribing provider 
disincentives/penalties are maximized 
under the MIPPA. Another commenter 
urged that we reinstate the original 
(from the November 7, 2005 final rule 
(70 FR 67568)) exemption for computer- 
generated facsimiles in its entirety, not 
just for prescription refill requests and 
transmission failures. 

Response: We agree with the 
commenters regarding the impact of the 
MIPPA. In general, the MIPPA provides 
payment incentives for eligible 
professionals who are ‘‘successful 
electronic prescribers’’ as that term is 
defined in the law. The incentive 
payments are 2 percent of the eligible 
professional’s allowed charges under 
the PFS for CY 2009 through CY 2010; 
1.5 percent in CY 2011 through CY 
2012, and a 0.5 percent in CY 2013. 
Conversely, the MIPPA calls for 
payment reductions, or disincentives, 
for those who are not successful 
electronic prescribers beginning in CY 
2012. For CY 2012, the payment amount 
under the PFS will be reduced by 1 
percent for eligible professionals who 
are not successful electronic prescribers. 
In subsequent years, the payment 

reduction is increased by 0.5 percent 
each year through CY 2014, and then is 
fixed at 2 percent for later years. For 
more information on the e-prescribing 
provisions of the MIPPA, please see 
section 132 of the MIPPA legislation 
enacted on July 15, 2008 (Pub. L. 110– 
275, http://frwebgate.access.gpo.gov/cgi- 
bin/getdoc.cgi?dbname=110_cong_
public_laws&docid=f:publ275.110.pdf). 

We envision that the MIPPA-created 
incentive payments for those prescribers 
who successfully implement electronic 
prescribing in accordance with MIPPA 
guidelines will provide the ‘‘tipping 
point’’—an adequate level of industry 
adoption of e-prescribing using 
electronic data interchange (EDI) that 
would in turn move the entire industry 
toward widespread e-prescribing 
adoption. We believe that data from the 
e-prescribing incentive program under 
the MIPPA and eventually from Part D 
e-prescribing will offer evidence of the 
rate of e-prescribing adoption, therefore 
making a study of e-prescribing for 
purposes of determining e-prescribing 
adoption rates unnecessary. 

We analyzed the industry feedback 
that we received in response to the 
computer-generated facsimile 
exemption proposals in the CY 2009 
PFS proposed rule in light of the recent 
MIPPA legislation. While the MIPPA 
legislation was not yet been enacted at 
the time of the CY 2009 PFS proposed 
rule’s publication, it was enacted in 
time for commenters to discuss its 
provisions in their comments to our 
proposals. Based on MIPPA-based and 
other comments received in response to 
our proposal to further modify the 
computer-generated facsimile 
exemption, and taking into 
consideration the potential positive 
impact on the industry of the Part D e- 
prescribing incentives included in the 
recently-enacted MIPPA legislation, we 
are reinstating the original exemption 
for computer-generated facsimiles 
effective January 1, 2009. We also agree 
with those commenters who suggested 
that the computer-generated facsimile 
exemption should be eliminated (in all 
instances other than transient/ 
temporary network transmission 
failures) once provider e-prescribing 
disincentives under the MIPAA program 
are initiated. 

Although several commenters 
suggested that we should wait until the 
disincentives are maximized in 2014, 
we feel that it is more appropriate to 
eliminate the reinstated exemption (in 
all instances other than temporary/ 
transient network transmission 
problems) sooner, when the MIPPA e- 
prescribing program disincentives for 
those who are not successful electronic 
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prescribers begin in 2012. We believe 
that the January 1, 2012 compliance 
date for the elimination of the 
computer-generated facsimile 
exemption (in all instances other than 
temporary/transient transmission 
problems) will take advantage of the 
momentum that will be built by the e- 
prescribing incentive program under the 
MIPPA, and affords the industry an 
additional 3 years from the effective 
date of this final rule with comment 
period to move toward true e- 
prescribing. We also believe that the 
January 1, 2012 date will enable the 
industry to begin taking advantage of 
the benefits of e-prescribing sooner, and 
in so doing pass those advantages on to 
their patients in the way of increased 
patient safety and convenience. 
Therefore effective January 1, 2012, we 
will eliminate the reinstated exemption 
to the requirement to utilize the NCPDP 
SCRIPT standard for entities that 
transmit prescriptions or prescription- 
related information for Part D covered 
drugs prescribed for Part D eligible 
individuals by means of computer- 
generated facsimiles in all instances 
other than transient/temporary network 
transmission failures. 

We do not believe that a computer- 
generated facsimile exemption is 
needed for pharmacies in areas where 
prescribers who do not have access to 
the technology that would allow them to 
e-prescribe under the ‘‘significant 
hardship’’ exception contained in the 
MIPPA. We would expect that by the 
year 2012, the effective date of the 
elimination of the computer-generated 
facsimile exemption (in all instances 
other than temporary and transient 
network transmission failures), that 
most areas would have the 
telecommunication and/or Internet 
connectivity capacity to allow providers 
to conduct e-prescribing, and an 
exemption is not warranted in the rare 
instance where this may not be the case. 

Comment: We received feedback from 
19 commenters who agreed with the 
proposal to extend the exemption to 
computer-generated facsimiles for the 
prescription refill request transaction in 
cases where the physician is not NCPDP 
SCRIPT enabled. 

Response: We agree with commenters. 
This issue will be resolved with this 
final rule’s reversal of the CY 2008 PFS 
final rule’s e-prescribing provisions that 
would have eliminated the computer- 
generated faxing exemption (in all 
instances other than temporary and 
transient network transmission failures) 
effective on January 1, 2009, and 
concurrent reinstatement of the original 
exemption for computer-generated 
facsimiles from the November 7, 2005 

final rule effective January 1, 2009. 
However, we will eliminate the 
reinstated exemption for computer- 
generated facsimiles (in all instances 
other than transient/temporary network 
transmission failures) effective when the 
MIPPA e-prescribing program 
disincentives take effect on January 1, 
2012. 

Comment: Some commenters 
expressed opposition to the proposed 
elimination of the exemption for 
computer-generated facsimiles in all 
instances other than temporary/ 
transient network transmission failures. 
One commenter erroneously identified 
January 1, 2010 as the proposed 
compliance date, but still asked for 
additional time for NCPDP SCRIPT- 
noncompliant providers to become 
compliant with the NCPDP SCRIPT 
standard. 

Another commenter stated that the 
overall e-prescribing adoption rate has 
not met a critical mass to justify a 
January 2009 deadline for the 
elimination of the computer-generated 
facsimile exemption in all instances 
other than transient/temporary network 
transmission failures. The commenter 
noted that with the effective date fast 
approaching, unless the computer- 
generated facsimile exemption is 
modified once again, many 
organizations will have to hastily 
implement e-prescribing solutions or 
revert back to paper prescribing. 

Response: We agree with commenters 
that it is in the best interests of the 
industry and consumers that the CY 
2008 PFS final rule’s modifications to 
the computer-generated facsimile 
exemption be reversed and the broad 
exemption originally created in the 
November 7, 2005 final rule for 
computer-generated facsimiles in Part D 
e-prescribing be reinstated to prevent a 
reversion by providers to paper 
prescriptions, and a reversion by 
pharmacies to traditional paper faxing. 
Therefore, by this rule we have 
reinstated the original exemption for 
computer-generated facsimiles effective 
January 1, 2009. However, we will 
eliminate the reinstated computer- 
generated facsimiles exemption in all 
instances other than transient/ 
temporary network transmission failures 
effective when the MIPPA e-prescribing 
program disincentives take effect on 
January 1, 2012. 

Comment: Some commenters 
requested clarification of our proposed 
amendment to the exemption for 
computer-generated facsimiles. One 
commenter stated that their customers 
believe that all Part D prescriptions, 
without exception, must be sent via 
electronic transmission as of January 1, 

2009, and otherwise they may be liable 
for conducting an ‘‘illegal’’ transaction. 
To avoid undue hardship, costs, and 
confusion, the commenter asked that 
CMS clearly specify that e-prescribing is 
preferred but still voluntary for 
providers and dispensers; and those 
prescribers not currently e-prescribing 
under the Medicare Part D pharmacy 
benefit program may still write paper 
prescriptions, or call in or fax their 
prescriptions using a traditional paper 
fax machine to a pharmacy. 

Another commenter asked CMS to 
clarify that providers who use 
prescription writing systems that enable 
computer based facsimiles but do not 
enable NCPDP SCRIPT transactions are 
not subject to the provisions of the 
computer-generated facsimile 
exemption. One commenter asked CMS 
to clarify the definition of a ‘‘true’’ e- 
prescribing system. 

Response: We recognize that there 
might be some confusion for prescribers 
and dispensers with the elimination of 
certain portions of the computer- 
generated facsimile exemption. In the 
November 7, 2005 e-prescribing final 
rule (70 FR 67568), we defined ‘‘e- 
prescribing’’ to mean the transmission, 
using electronic media, of prescription 
or prescription-related information, 
between a prescriber, dispenser, PBM, 
or health plan, either directly or through 
an intermediary, including an e- 
prescribing network. 

As we noted above, section 101 of the 
MMA amended title XVIII of the Act to 
establish the Part D prescription drug 
benefit program. As part of that 
program, the Congress required the 
establishment of a ‘‘voluntary’’ e- 
prescribing program. It is voluntary in 
that providers and dispensers are not 
required to conduct e-prescribing for 
Medicare covered drugs prescribed for 
Medicare Part D eligible beneficiaries, 
but if they do conduct such e- 
prescribing, they must do so using the 
applicable standards that are in effect at 
the time of the transmission. Part D 
sponsors, in turn, must support e- 
prescribing so that providers and 
dispensers who wish to conduct e- 
prescribing transactions with plans will 
be able to do so using the adopted 
standards that are in effect at the time 
of the transaction. We refer those 
commenters with questions regarding 
the creation and scope of the Medicare 
Part D e-prescribing program to the 
‘‘Background’’ section of the E- 
Prescribing and the Prescription Drug 
Program proposed rule published in the 
February 4, 2005 Federal Register (70 
FR 6256) 

In the CY 2008 PFS proposed rule (72 
FR 38194), we proposed to revise 
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§ 423.160(a)(3)(i) to eliminate the 
computer-generated facsimile 
exemption to the NCPDP SCRIPT 
standard for the communication of 
prescription or certain prescription- 
related information between prescribers 
and dispensers for the transactions 
specified in § 423.160(b)(1)(i) through 
(xii). In keeping with the comments that 
we received, we finalized modifications 
that required prescribers and dispensers 
to use NCPDP SCRIPT compliant e- 
prescribing software when they conduct 
e-prescribing transactions for Part D 
covered drugs that are prescribed for 
Part D eligible individuals in all 
instances other than transient/ 
temporary network transmission 
failures, effective January 1, 2009. Those 
prescribers who choose not to e- 
prescribe Part D covered drugs for Part 
D eligible individuals can continue to 
use non-computer-generated facsimiles 
as a means to deliver such prescriptions 
to a dispenser. 

Providers who use electronic 
prescription writing systems that are 
only capable of producing computer- 
generated facsimiles are not in 
conformance with the adopted 
standards because they do not transmit 
information using the adopted NCPDP 
SCRIPT standard. Those who utilize 
their NCPDP SCRIPT enabled systems to 
produce computer-generated facsimiles 
are likewise not in compliance with the 
adopted standards because computer- 
generated facsimiles on these systems 
also do not use the adopted standard. 
We believed that eliminating the 
exemption (in all instances other than 
transient/temporary network 
transmission failures) might encourage 
those with NCPDP SCRIPT capabilities 
that have not been activated to use the 
NCPDP SCRIPT standard in electronic 
data interchanges, and those without 
such capabilities to upgrade their 
current software products, or, where 
upgrades are not available, to switch to 
new products that would enable such 
true e-prescribing. 

We believe that eliminating the 
computer-generated facsimile 
exemption in 2012 would provide 
sufficient notice to prescribers and 
dispensers who would need to 
implement or upgrade e-prescribing 
software to look for products and 
upgrades that are capable of generating 
and receiving transactions that utilize 
NCPDP SCRIPT. Eliminating the 
reinstated computer-generated facsimile 
exemption in 2012 would also afford 
current e-prescribers time to work with 
their trading partners to eventually 
eliminate the use (in all instances other 
than transient/temporary network 
transmission failures) of computer- 

generated facsimiles in e-prescribing 
transactions. 

From our analysis of the public 
comments that asked that the 
elimination of the computer-generated 
facsimile exemption (in all instances 
other than temporary/transient network 
transmission failures) be reversed, and 
in view of the recent MIPPA legislation 
that provides a more powerful incentive 
to providers to e-prescribe in 
accordance with the standards adopted 
under Medicare Part D, we are reversing 
the modifications to the computer- 
generated facsimile exemption that were 
made in the CY 2008 PFS final rule with 
comment period and reinstating the 
original computer-generated facsimile 
exemption that was adopted in the 
November 7, 2005 e-prescribing final 
rule in its entirety, effective January 1, 
2009. However, we will eliminate the 
reinstated exemption for computer- 
generated facsimiles in all instances 
other than transient/temporary network 
transmission failures when the MIPPA 
e-prescribing program disincentives take 
effect on January 1, 2012. 

Comment: Several commenters who 
agreed with our proposal to eliminate 
the computer-generated facsimile 
exemption (in all instances other than 
transient/temporary network 
transmission failures) suggested that we 
delay the January 1, 2009 effective date 
stated in the CY 2008 PFS final rule 
with comment period. One commenter 
urged CMS to conduct studies on the 
barriers to use of NCPDP SCRIPT 
compliant systems, and then work with 
stakeholders to identify pathways 
toward more widespread use of 
e-prescribing systems. Another 
commenter noted that the recent merger 
of the two major 
e-prescribing information exchange 
networks still may hold unforeseen 
consequences for those vendors who 
have been previously certified or are in 
the process of being certified by either 
of those two networks. The commenter 
stated that any software changes that the 
network may demand as a result of their 
merger may take time to develop, and as 
a result, the effective date should be 
delayed. 

A few commenters said that we 
should tie the computer-generated 
facsimile exemption compliance to the 
April 1, 2009 compliance date of the 
most recent round of final e-prescribing 
standards. One commenter suggested 
that we delay the effective date of the 
CY 2008 PFS final rule with comment 
period modifications to the computer- 
generated facsimile exemption to 2012, 
when wireless broadband upload 
connectivity is expected to achieve a 
speed of faster than 1MB/second. 

Response: We do not see a correlation 
between the e-prescribing network 
certification process, and the 
commenter’s request to delay the 
elimination of the computer-generated 
facsimile exemption based on what may 
or may not take place in that process. 
Additionally, the process for vendors to 
certify their products to an e-prescribing 
information exchange network is a 
marketplace issue to which we are not 
a party. 

We understand that some prescribers 
and dispensers may not have been 
prepared to e-prescribe using the 
adopted standards by the January 1, 
2009 effective date of the CY 2008 PFS 
final rule’s e-prescribing provisions. 
However, with this final rule’s reversal 
of those modifications and 
reinstatement of the original computer- 
generated facsimile exemption that was 
adopted in the November 7, 2005 e- 
prescribing final rule in its entirety, 
effective January 1, 2009, we believe we 
have addressed commenters’ concerns 
regarding effective dates. However, we 
will eliminate the reinstated exemption 
for computer-generated facsimiles in all 
instances other than transient/ 
temporary network transmission failures 
when the MIPPA e-prescribing program 
disincentives take effect on January 1, 
2012. 

Comment: A comment concerning the 
computer-generated facsimile 
exemption issue relative to non-NCPCP 
SCRIPT enabled pharmacies (including 
many independent pharmacies) stated 
that there are still significant segments 
of the retail pharmacy market not yet in 
a position to receive electronic 
prescriptions because they are only 
facsimile-enabled. The commenter cited 
national prescription information 
exchange network data showing that 
only about 42,000 of the nation’s 
pharmacies are NCPDP SCRIPT 
e-prescribing enabled, and about 20,000 
of the nation’s pharmacies are only 
manual (traditional paper-based) 
facsimile or computer-generated 
facsimile-enabled. 

One commenter stated that 
e-prescribing technology has not yet 
been perfected by its developers, and 
that the receiving parties (that is, 
pharmacies) have not fully integrated 
this technology into their workflows. 
The commenter also indicated that use 
of e-prescribing technology is 
dependent on the availability of 
telecommunications services and 
Internet connectivity, and this is 
problematic especially in rural areas 
where there may be a lack of such 
telecommunications and/or Internet 
connectivity services needed to support 
e-prescribing systems. 
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A vendor expressed concern that their 
client pharmacies that rely solely on 
computer-generated facsimiles may not 
be able to send or receive computer- 
generated facsimile transmissions 
through national prescription 
information exchange networks after 
January 1, 2009. 

Response: We recognize that 
pharmacies that are not now conducting 
e-prescribing transactions using the 
NCPDP SCRIPT standard will incur 
costs to implement this capability, and 
that pharmacies will likely experience 
an increase in e-prescribing transaction 
volumes and costs as utilization of such 
transactions increases. 

We agree that independent 
pharmacies and pharmacies that employ 
only computer-generated facsimile 
capabilities need to be given the 
opportunity to upgrade their systems 
and that elimination of the computer- 
generated facsimile exemption (in all 
instances other than transient/ 
temporary network transmission 
failures) would place them at a 
disadvantage at a time when the MIPPA 
incentive program is expected to 
generate increased e-prescribing 
volumes. Therefore, for this reason and 
the other reasons stated herein, we are 
reversing the modifications to the 
computer-generated facsimile 
exemption that were made in the CY 
2008 PFS final rule with comment 
period and reinstating the original 
computer-generated facsimile 
exemption that was adopted in the 
November 7, 2005 e-prescribing final 
rule in its entirety, effective January 1, 
2009. However, we will eliminate the 
exemption for computer-generated 
facsimiles in all instances other than 
transient/temporary network 
transmission failures when the MIPPA 
e-prescribing program disincentives take 
effect on January 1, 2012. 

Comment: We received comments 
requesting confirmation that the 
proposed revisions to the computer- 
generated facsimile exemption would 
not now apply to long term care 
providers. Another asked that CMS 
allow long term care facilities to 
continue to transmit prescriptions via 
computer-generated facsimile to 
pharmacies that are not yet using 
systems capable of receiving NCPDP 
SCRIPT transactions appropriate to this 
setting (NCPDP SCRIPT Version 10.2 or 
higher). A professional association 
noted that eliminating the exemption for 
computer-generated facsimiles (in all 
instances other than transient/ 
temporary network transmission 
failures) is unlikely to spur adoption 
among long term care providers and 
could, if left standing, force some 

facilities to resort to manual facsimiles. 
The commenter also urged CMS to 
eliminate the e-prescribing exemption 
for long term care facilities. 

Response: In § 423.160(a)(3)(iii), long 
term care facilities were specifically 
exempted from the requirement to use 
the adopted standards in e-prescribing 
under Medicare Part D due to their 
unique workflows and complexities 
associated with prescribing for patients 
in long term care settings. This 
exemption remains in effect for long 
term care facilities. Therefore, long term 
care facilities may continue to use 
computer-generated facsimiles, and 
such facilities will continue to be 
exempt from the requirement to use the 
NCPDP SCRIPT Standard in 
prescription transactions between 
prescribers and dispensers where a non- 
prescribing provider is required by law 
to be a part of the overall transaction 
process. 

Comment: Comments regarding other 
issues relevant to e-prescribing in 
general, and the elimination of the 
computer-generated facsimile 
exemption (in all instances other than 
transient/temporary network 
transmission failures) specifically 
included comments requesting 
amendments to the computer-generated 
facsimile exemption that would address 
when a prescriber or dispenser is 
prohibited from using the NCPDP 
SCRIPT standard for e-prescribing. The 
commenter noted that the Drug 
Enforcement Administration’s (DEA) 
prohibition of e-prescribing of 
controlled substances would prevent a 
provider from prescribing such 
controlled substances under the Part D 
program in accordance with the adopted 
standards. One commenter stated that 
vendors would have to disable 
electronic communication of 
prescriptions from their client 
prescribers through the prescription 
information exchange network to those 
pharmacies that are only computer- 
generated facsimile-enabled. The vendor 
assumed that if their client prescriber 
attempts to send those prescriptions 
electronically that the prescription will 
be rejected by the prescription 
information exchange network because 
the pharmacy is not activated with the 
network for electronic transactions 
using the NCPDP SCRIPT standard. This 
same commenter noted that the network 
has heretofore insulated the prescriber 
from having to be concerned with 
whether or not the patient’s choice of 
pharmacy was enabled to receive 
prescriptions in a particular way. After 
the proposed January 2009 compliance 
date, the commenter felt that additional 
burdens would be placed on the 

prescriber to obtain this information 
from the patient up front, or could 
compel patients to make different 
pharmacy choices which could result in 
lost business for pharmacies that are 
only facsimile-enabled. 

Response: The DEA has authority 
through the Controlled Substances Act 
over the electronic prescribing of 
controlled substances, and does not 
currently allow for the electronic 
prescribing of Schedule II drugs. As 
such substances currently may not be 
prescribed electronically, there is no 
conflict of law at this time. As noted 
previously, e-prescribing under 
Medicare Part D is voluntary for 
prescribers and dispensers—they are not 
required to issue prescriptions in 
electronic form. Although the DEA has 
published a notice of proposed 
rulemaking to allow for the electronic 
prescribing of controlled substances, we 
have no indication as to when the DEA 
will make a final determination on this 
issue. We continue to work with the 
DEA to help facilitate a solution that 
addresses both their enforcement 
requirements with respect to the 
electronic prescribing of controlled 
substances, and the needs of the 
healthcare community for a solution 
that is interoperable with existing e- 
prescribing systems, scalable and 
commercially viable. 

After reviewing these comments, in 
the interest of patient care and safety, 
and to foster the adoption of true e- 
prescribing among prescribers and 
dispensers, we are reversing the 
modifications to the computer-generated 
facsimile exemption that were made in 
the CY 2008 PFS final rule with 
comment period and reinstating the 
original computer-generated facsimile 
exemption that was adopted in the 
November 7, 2005 e-prescribing final 
rule, effective January 1, 2009. However, 
we will also eliminate the reinstated 
exemption for computer-generated 
facsimiles in all instances other than 
transient/temporary network 
transmission failures when the MIPPA 
e-prescribing program disincentives take 
effect on January 1, 2012. 

L. Comprehensive Outpatient 
Rehabilitation Facilities (CORF) and 
Rehabilitation Agency Issues 

Comprehensive outpatient 
rehabilitation facilities (CORFs) and 
rehabilitation agencies are Medicare 
providers that are certified to provide 
certain rehabilitation services. Currently 
covered CORF clinical services and 
rehabilitation agency services are paid 
through the PFS. 

In the CY 2008 PFS final rule with 
comment period (72 FR 66399), we 
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revised the CORF regulations at 42 CFR 
parts 410 and 413 to ensure that the 
regulations reflected the statutory 
requirements applicable to CORFs 
under sections 1834(k) and 1861(cc) of 
the Act. Many of these changes were 
technical in nature. Specifically, the 
regulatory changes: (1) Revised the 
definitions of ‘‘physicians’ services,’’ 
‘‘respiratory therapy services,’’ ‘‘social 
and psychological services,’’ ‘‘nursing 
services,’’ ‘‘drugs and biologicals,’’ and 
‘‘supplies and durable medical 
equipment,’’ and ‘‘home environment 
evaluation’’; (2) amended the payment 
provisions for CORF services; and (3) 
made other clarifications and changes to 
the conditions for coverage for CORF 
services. 

In the CY 2009 PFS proposed rule, we 
addressed the comments received in 
response to the CY 2008 PFS final rule 
with comment period (72 FR 66222), 
proposed new provisions, and proposed 
revising other provisions. We solicited 
comments on all of the proposed 
changes. 

1. Personnel Qualifications 
We stated in the CY 2008 PFS final 

rule with comment period that we 
would propose updated qualifications 
for respiratory therapists in future 
rulemaking (72 FR 66297). It has been 
our policy that only the respiratory 
therapist (and not the respiratory 
therapy technician), who possesses the 
educational qualifications necessary to 
provide the level of respiratory therapy 
services required, is permitted to 
provide respiratory therapy in a CORF 
setting. 

In the CY 2008 PFS final rule with 
comment period, we received a 
comment indicating that our regulations 
were outdated and did not conform to 
current respiratory therapy professional 
standards. Specifically, the American 
Association for Respiratory Care (AARC) 
stated that the terms ‘‘certified 
respiratory therapist (CRT)’’ and the 
‘‘registered respiratory therapist (RRT)’’ 
have replaced the terms ‘‘respiratory 
therapy technician’’ and ‘‘respiratory 
therapist,’’ respectively. In addition, the 
qualifications for CRTs and RRTs differ 
from those applicable to respiratory 
therapy technicians and respiratory 
therapists. The CRT designation is 
awarded after an individual successfully 
passes the entry-level respiratory 
therapy examination. In order to be 
eligible for the RRT examination, an 
individual must be a graduate of an 
advanced level respiratory therapy 
educational program and have obtained 
the RRT credential. 

We proposed to revise § 485.70(j) of 
the Conditions of Participation of CORF 

services—setting forth the personnel 
qualifications for respiratory therapists 
in CORFs—to be consistent with current 
qualification requirements for RRTs, as 
recommended by AARC. We also 
proposed to delete § 485.70(k), which 
sets forth personnel qualifications for 
CRTs (previously referred to as 
respiratory therapy technicians) in 
CORFs. In the past, we have not 
reimbursed CORFs for respiratory 
therapy services provided by respiratory 
therapy technicians or CRTs, and we 
believe that removing the technician 
definition would clarify our position. 
We stated that we believed that current 
medical standards continue to require 
that the provision of skilled respiratory 
therapy services to patients in the CORF 
setting be furnished by RRTs. While 
CRTs furnish general respiratory care 
procedures and may assume some 
clinical responsibility for specified 
respiratory care modalities involving the 
application of therapeutic techniques 
under the supervision of an RRT or a 
physician, the educational 
qualifications that a RRT possesses 
allow him or her to evaluate, treat, and 
manage patients of all ages with 
respiratory illnesses. RRTs participate in 
patient education, implement 
respiratory care plans, apply patient- 
driven protocols, follow evidence-based 
clinical practice guidelines, and 
participate in health promotion, disease 
prevention, and disease management. 
RRTs also may be required to exercise 
considerable independent judgment. 

This was implemented in the CY 2002 
PFS final rule with comment period (66 
FR 55246 and 55311) and the CY 2003 
PFS final rule with comment period (67 
FR 79966 and 79999) when we 
developed and discussed G codes, 
CORF respiratory therapy services, and 
specifically recognized the RRT as the 
appropriate level of personnel to 
provide these CORF services. Finally, 
the CORF regulations at § 485.58(d)(4) 
state that as a condition of participation 
for CORFs, CORF personnel must meet 
the qualifications described at § 485.70. 

For CY 2009, to maintain consistency 
in the conditions of participation for 
both CORFs, home health agencies 
(HHAs), and other outpatient service 
providers, we proposed to amend the 
material addressing personnel 
qualifications in § 485.70. Specifically, 
we proposed to amend paragraphs 
§ 485.70(c) and § 485.70(e) by 
referencing the personnel qualifications 
for HHAs at § 484.4. This change would 
align CORF personnel requirements not 
only with HHA requirements, but also 
with other regulations in Part 485 
addressing provision of physical 

therapy, speech-language pathology, 
and occupational therapy services. 

Also, at 485.58(a)(1)(i), we proposed 
to amend the duties of a CORF 
physician to include medical 
supervision of nonphysician staff. This 
change conforms to changes made to the 
CORF conditions for coverage in the CY 
2008 PFS final rule with comment 
period. We believe that adding medical 
supervision of nonphysician staff to the 
duties of CORF physicians more 
accurately reflects the duties and 
responsibilities of the CORF physician. 
We also believe that this change could 
increase the quality of care provided to 
patients of CORFs. 

The following is a summary of the 
comments received concerning 
Personnel Qualifications and our 
responses. 

Comment: Commenters generally 
supported our proposed changes. We 
received a comment that supported the 
spirit of our proposed changes to the 
definitions of respiratory therapists and 
provided further clarification regarding 
current professional standards. 
Specifically, in previous comments, the 
commenter noted that the term 
‘‘respiratory therapy technician’’ is an 
obsolete term. This is because today’s 
curriculum and educational standards 
are no longer structured to teach at a 
technician level. 

The commenter noted that, in our 
discussion of the issue in the proposed 
rule, we stated that it was AARC’s belief 
that the term ‘‘certified respiratory 
therapist’’ (CRT) had replaced the 
obsolete term ‘‘respiratory therapy 
technician’’ and the term ‘‘registered 
respiratory therapist’’ (RRT) has 
replaced the term ‘‘respiratory 
therapist.’’ The commenter informed us 
that our statement was incorrect. 
According to the commenter, today’s 
educational programs prepare students 
for the registry (RRT) examinations 
administered by the National Board for 
Respiratory Care (NBRC). Before 
graduates are eligible to sit for the RRT 
examinations they must first pass the 
NBRC’s entry-level examination, which 
results in the CRT credential. Thus the 
CRT-credentialed individual is 
considered an ‘‘entry-level respiratory 
therapist,’’ but unlike other allied health 
professions, the terms ‘‘technician’’ or 
‘‘assistant’’ are not used in the 
respiratory therapy profession. 

According to AARC, in the profession 
today, it is accepted clinical and 
medical terminology that individuals 
holding the credentials of both CRT and 
RRT are known simply as ‘‘respiratory 
therapists.’’ Also, most State laws that 
require licensing of respiratory 
therapists make no distinction in the 
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license as to whether the individual 
holds a credential of CRT or RRT. They 
are both licensed as ‘‘respiratory 
therapists.’’ To the best of AARC’s 
knowledge, there are only six States that 
require a separate license for a CRT or 
a RRT. AARC recommended that the 
proposed definition be revised. 

Since CMS uses the term ‘‘respiratory 
therapist’’ in other regulatory provisions 
and manual instructions where 
applicable, AARC recommended that 
CMS delete the word ‘‘registered’’ from 
the proposed definition. This would 
also be consistent with the terms 
‘‘physical therapist’’ and ‘‘occupational 
therapist’’ used to define qualified 
personnel in those professions. 

AARC also believes that CMS can 
ensure that only registered respiratory 
therapists, and not individuals holding 
only the CRT, meet the personnel 
qualifications by revising the 
curriculum requirements to require that 
respiratory therapists have passed the 
registry examination administered by 
the NBRC. AARC also noted that the 
name of the Board administering the 
certification and registry exams is the 
NBRC, not the National Board for 
Respiratory Therapy, Inc. 

Response: We thank the commenters 
for their support of our proposed 
revisions. We believe that the comments 
provided by AARC reflect and further 
clarify our intent to provide appropriate 
respiratory care to patients served by 
CORFs. We want to ensure that only 
respiratory therapists with the highest 
level of education and training can 
furnish respiratory therapy services in a 
CORF. Therefore, only those individuals 
holding the credential of registered 
respiratory therapist (RRT) conferred by 
the NBRC would qualify. Qualifying by 
being ‘‘eligible to take the registry 
examination,’’ as we proposed, results 
in the unintended consequence of 
permitting CRTs who have not yet taken 
the registry exam to meet the personnel 
qualifications. 

As a result of the public comments, 
we are finalizing the proposed revisions 
that reference personnel qualifications 
for HHAs at § 485.70(c) and (e). We are 
also finalizing our proposed revision to 
§ 485.58(a)(i)(1) that amends the duties 
of CORF physicians to include medical 
supervision of nonphysician staff (we 
received no comments on this 
provision). We are adopting the 
revisions to the personnel qualifications 
for respiratory therapists at § 485.70(j) as 
suggested by AARC, to read as follows: 

(j) A respiratory therapist must— 
(1) Be licensed by the State in which 

practicing, if applicable; and 
(2) Have successfully completed a 

nationally-accredited educational 

program that confers eligibility for the 
National Board for Respiratory Care 
(NBRC) registry exams, and have passed 
the registry examination administered 
by the NBRC, or 

(3) Have equivalent training and 
experience as determined by the 
National Board for Respiratory Care 
(NBRC) and passed the registry 
examination administered by the NBRC. 

2. Social and Psychological Services 
In the CY 2008 PFS final rule with 

comment period (72 FR 66297), we 
clarified that all CORF services, 
including social and psychological 
services, must directly relate to or 
further the rehabilitation goals 
established in the physical therapy, 
occupational therapy, speech-language 
pathology, or respiratory therapy plan of 
treatment. We believe that using a full 
range of clinical social and 
psychological CPT codes to describe 
CORF social and psychological services 
is inappropriate because social and 
psychological CORF services do not 
include independent clinical treatment 
of mental, psychoneurotic, and 
personality disorders. CPT codes 96150 
through 96154 and CPT codes 90801 
through 90899 are inappropriate for 
CORF use because all of these CPT 
codes represent full-scale clinical 
treatment for these disorders. As we 
stated in the CY 2008 PFS final rule 
with comment period, we believe that 
for purposes of providing care in a 
CORF, social and psychological services 
should represent only case management 
and patient assessment components as 
they relate to the rehabilitation 
treatment plan (72 FR 66297 through 
66298). Consequently, after notice and 
comment, we changed our policy and 
payment for CORF social and 
psychological services; these services 
may no longer address a CORF patient’s 
mental health diagnoses except insofar 
as they relate directly to other services 
provided by the CORF. 

We specified in the CY 2008 final rule 
with comment period (72 FR 66298) that 
only the CPT code 96152 for health and 
behavior intervention (with the patient) 
could be used to bill for CORF social 
and psychological services. This code 
was part of a series of codes that was 
created by CPT in 2002 to address 
health and behavior assessment issues. 
These services are offered to patients 
who present with established illnesses 
or symptoms, who are not diagnosed 
with mental illness, and may benefit 
from evaluations that focus on the 
biopsychosocial factors related to the 
patient’s physical health status, such as 
patient adherence to medical treatment, 
symptom management and expression, 

health-promoting behaviors, health- 
related risk-taking behaviors, and 
overall adjustment to medical illness. 
We also adopted the more limited 
definition of CORF social and 
psychological services in § 410.100(h) 
(72 FR 66399). The regulations state that 
social and psychological services 
include the assessment and treatment of 
an individual’s mental and emotional 
functioning and the response to and rate 
of progress as it relates to the 
individual’s rehabilitation plan of 
treatment, including physical therapy 
services, occupational therapy services, 
speech-language pathology services, and 
respiratory therapy services. 

We also noted that a HCPCS G-code 
could more accurately describe these 
unique CORF services, but believed that 
it was inappropriate to create such a G- 
code in the final rule with comment 
period without first proposing to do so 
in proposed rulemaking. 

Therefore, we proposed to create a 
CORF specific G-code, GXXX5, Social 
work and psychological services, 
directly relating to and/or furthering the 
patient’s rehabilitation goals, each 15 
minutes, face-to-face; individual 
(services provided by a CORF-qualified 
social worker or psychologist in a 
CORF), to accurately describe the 
unique social and psychological 
services provided by CORF staff and to 
establish appropriate payment for these 
services. We proposed to use salary and 
wage data from the Bureau of Labor 
Statistics to institute a blended social 
worker/psychologist clinical labor 
category using a price per minute rate of 
$0.45 for the PE component of GXXX5. 
We proposed to assign a malpractice 
RVU of 0.01. Because the services 
described by GXXX5 are solely 
furnished by a CORF social worker or 
clinical psychologist, and not by a 
physician, we did not propose to 
allocate a work RVU for these services. 

We also proposed to revise 
§ 410.100(h) to delete the reference to 
‘‘and treatment.’’ As discussed above 
and in the CY 2008 PFS final rule with 
comment period (72 FR 66297), we 
believe all CORF services, including 
social and psychological services, must 
directly relate to or further the 
rehabilitation goals established in the 
physical therapy, occupational therapy, 
speech-language pathology, or 
respiratory therapy plan of treatment. 
Accordingly, social and psychological 
CORF services do not include clinical 
treatment of mental, psychoneurotic, 
and personality disorders. We stated 
that we are concerned that the phrase 
‘‘and treatment’’ currently included in 
the definition of CORF social and 
psychological services may be 
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misconstrued to include social and 
psychological services for the 
independent clinical treatment of 
mental illness. Therefore, we proposed 
to delete this language in order to clarify 
that only those social and psychological 
services that relate directly to a 
rehabilitation plan of treatment and the 
associated rehabilitation goals are 
considered CORF social and 
psychological services. 

In addition, we proposed to remove 
§ 410.155(b)(1)(ii) regarding the 
application of mental health limitations 
to CORF social and psychological 
services. As we previously stated, CORF 
services, including social and 
psychological services, must directly 
relate to or further the rehabilitation 
goals established in the physical 
therapy, occupational therapy, speech- 
language pathology, or respiratory 
therapy plan of treatment. In the CY 
2008 PFS final rule with comment 
period (72 FR 66400), we stated that 
CORF services must be furnished under 
a written plan of treatment that 
indicates the diagnosis and 
rehabilitation goals, and prescribes the 
type, amount, frequency, and duration 
of the skilled rehabilitation services, 
including physical therapy, 
occupational therapy, speech-language 
pathology and respiratory therapy 
services. Section 410.155(b) specifies 
that the mental health payment 
limitation applies when there is a 
diagnosis of mental, psychoneurotic, 
and personality disorders (mental 
disorders identified by a diagnosis code 
within the range of 290 through 319) 
prior to beginning services. Under our 
revised definition, CORF social and 
psychological services must directly 
relate to the physical therapy or other 
rehabilitation plan of treatment and its 
associated goals. Since these patients 
are receiving CORF services because 
they have a need for skilled 
rehabilitation services, any social and 
psychological services provided in a 
CORF under § 410.100(h) must include 
an assessment of the individual’s mental 
and emotional functioning exclusively 
as such functioning relates to their 
rehabilitation plan of treatment. In our 
view, such services provided in a CORF 
would not be ‘‘treatment of mental, 
psychoneurotic, and personality 
disorders of an individual’’ as set out in 
section 1833(c) of the Act, so that the 
statutory mental health payment 
limitations would not apply. We 
proposed changes to § 410.155(b) to 
reflect our view regarding the limited 
nature of these services. 

The following is a summary of the 
comments received concerning our 
proposal to create a HCPCS G-code to 

describe the unique CORF social and 
psychological services and our 
responses. 

Comment: One commenter stated that 
the G-code is more specific to 
rehabilitation services and its 
implementation will support future 
adoption as a CPT code. Another 
commenter stated that occupational 
therapy services are a core CORF 
service. The commenter requested that 
CMS clarify that the new G-code would 
not have a negative impact on the 
provision of occupational therapy 
services to meet patient needs that are 
similar to those addressed by the 
G-code. The commenter stated that 
occupational therapy, as with all 
therapy services, includes assessment of 
the patient level of functioning as an 
integral part of the therapy services. 
Other commenters suggested that 
therapists and psychologists assess and 
treat mental, cognitive, and emotional 
functioning as they relate to a patient’s 
rehabilitation plan of care. The 
commenters further suggested that CMS 
revisit its decision not to allow CORF 
therapists and psychologist to bill the 
Health and Behavioral Assessment/ 
Intervention codes (CPT codes 96150 
through 96155), which are used to 
identify and treat ‘‘biopsycholosocial 
factors important to physical health 
problems.’’ One commenter also 
requested that the new G-code include 
physician work in the RVUs since all 
other codes billed by psychologist 
include physician work. Another 
commenter stated that the statute clearly 
defines social and psychological 
services so there is no need for the 
development of a G-code. 

Response: Section 1861(cc)(2)(B) of 
the Act defines the term CORF to mean 
a facility which provides at least 
physician services (as defined at 
§ 410.100(a)), physical therapy services 
and social or psychological services. As 
such, occupational therapy services are 
not considered one of the core CORF 
services but are optional. The CORF 
must provide the core CORF services. In 
addition it may furnish any of the 
optional covered and medically 
necessary services and items such as 
occupational therapy, speech-language 
pathology, or respiratory therapy 
services. These optional services must 
directly relate to, and be consistent 
with, the rehabilitation plan of 
treatment, and must be necessary to 
achieve the rehabilitation goals. 
Occupational therapy services include 
assessment of an individual’s level of 
independent functioning, selection and 
teaching of task-oriented therapeutic 
activities to restore sensory-integrative 
functions, teaching of compensatory 

techniques to permit an individual with 
a physical or cognitive impairment or 
limitation to engage in daily activities. 
The patient’s plan of treatment will 
document all the covered and medically 
necessary items and services that the 
patient requires which will include the 
core CORF services as well as any of the 
optional services such as occupational 
therapy. 

In the CY 2007 PFS final rule with 
comment period, we revised 
§ 410.100(h) states that CORF social and 
psychological services include the 
assessment and treatment of a CORF 
patient’s mental health and emotional 
functioning and the patient’s response 
to/and rate of improvement and 
progress towards the rehabilitation plan 
of treatment. In our view, social and 
psychological services must contribute 
to the improvement of the individual’s 
rehabilitation condition and may not 
relate to a mental health diagnoses. In 
the CY 2008 PFS final rule (72 FR 
66298), we discussed the use of CPT 
codes 96150 through 96155 for health 
and behavior assessment and treatment, 
which represent full-scale clinical 
treatment of mental, psychoneurotic, 
personality disorders and 
biopsychosocial functioning. We revised 
the previous definition of CORF social 
and psychological services and 
instructed that these services should be 
limited to those described by CPT code 
96152. We stated that provision of other 
therapeutic services was outside of the 
scope of coverage for CORFs. Since 
these CPT codes were not a part of the 
proposed regulation, we will not revisit 
the use of these CPT codes in this final 
regulation. 

We are finalizing our proposal to 
create the CORF specific G-code which 
will be G0409. The description of this 
G-code will be G0409, Social work and 
psychological services. This code will 
directly relate to and/or further the 
patient’s rehabilitation goals, each 15 
minutes, face-to face; individual 
(services provided by a CORF-qualified 
social worker or psychologist in a 
CORF), to accurately describe the 
unique social and psychological 
services provided by CORF staff and to 
establish appropriate payment for these 
services. The code does not include any 
physician work RVUs because the social 
and psychological services are 
performed by a CORF social worker 
with a Bachelor of Science degree or a 
Masters-level psychologist and not by a 
physician as defined in the statute at 
section 1861(r) of the Act. 

We did not receive any comments on 
our proposal to eliminate the mental 
health limitation requirement. The 
mental health limitation is no longer 
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applicable because under our revised 
definition, CORF social and 
psychological services must directly 
relate to the physical therapy or other 
rehabilitation plan of treatment and its 
associated goals and do not relate to a 
general diagnosis of mental, 
psychoneurotic, and personality 
disorders which the mental health 
limitation addresses. Therefore, we are 
finalizing our proposed change to 
remove § 410.155(b)(1)(ii) regarding the 
application of mental health limitations 
to CORD social and psychological 
services. 

3. CORF Conditions of Participation 
In the CY 2008 final rule with 

comment period (72 FR 66400), we 
finalized changes to the CORF coverage 
and payment rules. However, all 
conforming regulations in the CORF 
Conditions of Participation (CoPs) were 
not updated at that time. 

In the CY 2009 PFS proposed rule, we 
proposed to revise § 485.58(e)(2). 
Section 485.58(e) currently provides 
that as a CoP, a CORF facility must 
provide all CORF services on its 
premises with the exception of—(1) 
physical therapy, occupational therapy, 
and speech-language pathology services 
furnished away from the premises of the 
CORF, if Medicare payment is not 
otherwise made for these services; and 
(2) a single home visit for the purpose 
of evaluating the potential impact of the 
patient’s home environment on the 
rehabilitation goals. We proposed to 
clarify that the alternate premises for 
provision of physical therapy, 
occupational therapy, and speech- 
language pathology services may be the 
patient’s home. 

The following is a summary of the 
comments received concerning CORF 
CoPs and our responses. 

Comment: Commenters concurred 
with the proposed clarification 
regarding the patient’s home as an 
alternate premise for provision of 
physical therapy, occupational therapy, 
and speech-language pathology services. 

Response: We thank the commenters 
for their support of this provision. As a 
result of the public comments, we are 
finalizing the revisions to § 485.58(e)(2) 
as proposed. 

4. Extension Location 
We proposed to add a definition for 

an ‘‘extension location’’ of a 
rehabilitation agency to the definitions 
at § 485.703. While there are currently 
no provisions that allow rehabilitation 
agencies to offer services in an 
extension location, there are currently 
2,875 rehabilitation agency primary 
locations and 2,486 rehabilitation 

agency offsite practice locations. While 
our State Operations Manual recognizes 
that these rehabilitation agency 
extension locations exist, it also 
includes language stating that the 
extension locations must meet 
applicable rehabilitation agency CoPs. 
However, it is difficult to apply CoP 
requirements to a location that currently 
is not identified in the CoPs. Creating a 
definition in the CoPs that applies to the 
extension locations will allow us to 
survey and monitor the care provided in 
these extension locations on a 
consistent basis. 

Therefore, we proposed to define an 
‘‘extension location’’ as: (1) A location 
or site from which a rehabilitation 
agency provides services within a 
portion of the total geographic area 
served by the primary site; (2) is part of 
the rehabilitation agency; and (3) is 
located sufficiently close to share 
administration, supervision, and 
services in a manner that renders it 
unnecessary for the extension location 
to independently meet the conditions of 
participation as a rehabilitation agency. 

The following is a summary of the 
comments received concerning an 
extension location and our responses. 

Comment: Some commenters 
supported our proposed revisions and 
suggested that we add additional 
clarifying information. One commenter 
suggested that we clarify the status of 
space that a rehabilitation agency may 
use within another facility (for example, 
a room used by the agency within a 
nursing facility). Another commenter 
suggested that we specify a mile radius 
from the rehabilitation agency’s primary 
site within which an extension location 
may exist. 

Response: We thank the commenters 
for their input. Regarding a mile radius, 
mileage, and travel times from the 
primary location to the extension 
location are significant factors to 
consider because they are implicitly 
referenced in the proposed regulation. 
However, each alone would not be the 
single issue in determining 
appropriateness as a sole means for 
approving an extension location. We 
have decided to leave it to the 
rehabilitation agency to prove to the 
State survey agency that the 
rehabilitation agency is close enough to 
the extension location to provide 
supervision of staff during its hours of 
operation. Supervision of the extension 
location staff must be adequate to 
support the care needs of the patients. 
We believe that our proposed definition 
for an extension location is adequate, as 
it has been used successfully in our 
State Operations Manual for other 
provider types. We are not making any 

changes to our proposed revisions based 
on public comments, and are finalizing 
them as proposed. 

5. Emergency Care 
We proposed to revise § 485.711(c), 

Standard: Emergency care, to reflect 
current medical practice. We proposed 
to remove the requirement that the 
rehabilitation agency provide for one or 
more doctors of medicine or osteopathy 
to be available on call to furnish 
necessary medical care in case of an 
emergency. We do not believe that the 
patients serviced by rehabilitation 
agencies regularly experience medical 
emergencies that necessitate the 
retention of an on-call physician. 

Therefore, we proposed that each 
rehabilitation agency establish 
procedures to be followed by personnel 
in an emergency that cover immediate 
care of the patient, persons to be 
notified, and reports to be prepared. 

The following is a summary of the 
comments received concerning 
Emergency care and our responses. 

Comment: Most commenters 
concurred with our proposed changes to 
the emergency care standard. 
Specifically, the commenters supported 
our proposed elimination of the 
requirement that rehabilitation agencies 
retain a physician on call for 
emergencies. The commenters cited 
difficulty in recruiting physicians for 
this role, and stated that it is often 
impractical to contact a physician in the 
rare case of an emergency. One 
commenter also supported the revisions 
to the emergency provisions because 
they allow facilities to develop 
emergency care plans most appropriate 
for an individual facility’s location and 
patient population. 

Response: We thank the commenters 
for their support, and agree that these 
revisions will allow facilities to plan for, 
and respond to, emergency care 
situations in appropriate ways. As a 
result of the public comments, we are 
finalizing the provision as proposed 
with slight non-policy revisions for 
grammatical purposes. We are also 
revising the stem statement to remove 
the reference to the physician’s presence 
in emergency situations. 

6. Technical Changes for Rehabilitation 
Agencies 

Under section 1861(p) of the Act, 
rehabilitation agencies are tasked with 
furnishing outpatient physical therapy 
and speech-language pathology services. 
Unlike CORFs, which provide 
comprehensive outpatient rehabilitation 
services, rehabilitation agencies 
primarily provide physical therapy 
services. Some of the other services 
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offered by CORFs, such as respiratory 
therapy and social services are outside 
the scope of rehabilitation agency 
practice. 

The current definition of 
‘‘rehabilitation agency’’ at § 485.703 
(paragraph (2)(ii) of the definition) 
requires that rehabilitation agencies 
provide social or vocational adjustment 
services. This requirement is outside of 
the rehabilitation agency’s scope of 
practice and has caused confusion for 
these providers because we do not 
reimburse rehabilitation agencies for 
furnishing social or vocational services. 
Accordingly, in § 485.703, we proposed 
to delete the requirement in paragraph 
(2)(ii) of the rehabilitation agency 
definition requiring a rehabilitation 
agency provide social or vocational 
services. 

The following is a summary of the 
comments received concerning the 
technical change and our responses. 

Comment: Most commenters 
responded in support of this proposed 
revision. Some commenters stated that 
this requirement, which is an unfunded 
mandate, is burdensome, and that 
patients often resent being required to 
release their personal information to a 
social worker they will likely never 
meet or work with. The commenters 
also agreed that social and vocational 
services are outside the scope of 
practice for rehabilitation agencies. 

Response: We thank the commenters 
for their support of this change. As a 
result of the public comments, we are 
finalizing the provision as proposed. 

We also proposed to make a 
conforming change at § 485.717, the 
Condition of participation: 
Rehabilitation program. At 
485.711(b)(3), we proposed to remove 
the reference to § 410.61(e), since 
§ 410.61(e) no longer exists in 
regulation. 

The following is a summary of the 
comments received concerning this 
technical change and our responses. 

Comment: Some commenters 
concurred with this conforming change 
while others objected to this conforming 
change because the commenters believe 
that we did not also address the 
statement in § 485.711(b)(3) that states 
that the patient plan of care must be 
reviewed by a physician, nurse 
practitioner, clinical nurse specialist, or 
physician assistant at least every 30 
days. The commenters believe that this 
conflicts with CMS payment policy, 
which requires recertification of the 
plan of care at least every 90 days. We 
also received several unsolicited 
comments requesting that we correct 
this perceived discrepancy. 

Response: We did not propose to 
revise the language to conform to 
changes in the timing for recertification 
of outpatient therapy plans of care as 
discussed in the CY 2008 PFS final rule 
with comment period (72 FR 66396). 
Currently, § 485.711(b)(3) requires that 
the plan of care and results of treatment 
be reviewed by the physician or by the 
individual who established the plan at 
least as often as the patient’s condition 
requires, and the indicated action is 
taken, which for Medicare patients 
being treated in rehabilitation agencies 
must be at least every 30 days. We 
believe that this requirement is in the 
best interests of rehabilitation agency 
patients, and note that by meeting this 
condition of participation, facilities 
would automatically meet the CMS 
payment policy requiring review at least 
every 90 days. 

We are not making any changes to our 
proposed revisions as a result of public 
comments, and are finalizing the 
conforming change as proposed. 

M. Technical Corrections for Therapy- 
Related Issues 

We proposed the following technical 
changes to the regulations concerning 
therapy services: 

• In § 409.17(a), we proposed to 
delete the reference to paragraph 
(a)(1)(ii) which no longer exists. 

• In § 409.23, we proposed to revise 
the title of this section from ‘‘Physical, 
occupational and speech therapy’’ to 
‘‘Physical therapy, occupational therapy 
and speech-language pathology 
services.’’ 

Commenters voiced no objections to 
these technical corrections, and we are 
finalizing these technical corrections as 
proposed. 

Several commenters brought to our 
attention changes made to the text of a 
regulation in the CY 2008 PFS final rule 
with comment period that did not 
reflect our policy as expressed in the 
preamble discussion. We intended to 
modify our regulations to make the 
policies for therapy services consistent 
across all settings. We added 
§ 485.635(e) for the purpose of 
conforming the policies for physical 
therapy, occupational therapy and 
speech-language pathology in the 
critical access hospitals (CAHs) to the 
policies for therapy services in § 409.17. 
Section 485.635(e) describes therapy 
services when furnished at the CAH as 
those that ‘‘are provided as direct 
services by staff qualified under State 
law, and consistent with the 
requirements for therapy services 
described in § 409.17.’’ The reference in 
the regulation to ‘‘direct services’’ was 
not intended to address the employment 

status of staff providing those services, 
but we now recognize that it could be 
interpreted as such. Therefore, we are 
making a technical correction to the 
regulatory language at § 485.635(e) to 
remove the words ‘‘as direct services.’’ 

N. Physician Self-Referral and Anti- 
Markup Issues 

1. Exception for Incentive Payment and 
Shared Savings Programs (§ 411.357(x)) 

a. Introduction 
In the CY 2009 PFS proposed rule (73 

FR 38502), we proposed a new 
exception to the physician self-referral 
law for incentive payment and shared 
savings programs. The proposed 
exception covered various types of 
hospital-sponsored pay-for-performance 
(P4P), shared savings (for example, 
gainsharing), and similarly-styled 
programs that offer financial incentives 
to physicians intended to foster high 
quality, cost-effective care. The 
exception, as proposed, would provide 
more flexibility than existing physician 
self-referral exceptions available for 
such programs (73 FR 38548). 

When establishing a new exception to 
the physician self-referral law, we rely 
on the authority granted to us in section 
1877(b)(4) of the Act, which mandates 
that financial relationships permitted 
under an exception, such as the types of 
compensation arrangements 
contemplated by the proposed 
exception, not pose a risk of program or 
patient abuse. As described more fully 
in the CY 2009 PFS proposed rule, in 
order to ensure that we did not exceed 
this authority, the proposed exception 
was targeted and relatively narrow. We 
acknowledged that it was unlikely to 
cover as many arrangements as 
interested stakeholders would like, and 
sought comments on ways that we 
might expand the proposed exception 
without a risk of program or patient 
abuse. 

We received approximately 55 timely 
public comment letters regarding the 
proposed exception for incentive 
payment and shared savings programs. 
The majority of commenters supported 
the establishment of the following: (1) 
An exception for incentive payment and 
shared savings programs; or (2) two 
exceptions—one for incentive payment 
programs and one for shared savings 
programs. However, most of these 
commenters urged us to finalize such an 
exception or exceptions only if 
substantial modifications were made to 
the conditions proposed. We also 
received a number of comment letters 
urging us not to finalize an exception for 
incentive payment and shared savings 
programs, some of which asserted that 
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we lack statutory authority to do so and 
contended that any such exception 
necessarily would pose a risk of 
program or patient abuse. 

As we stated in the CY 2009 PFS 
proposed rule (73 FR 38548): 

In reviewing various programs and 
industry suggestions, we have been struck by 
the considerable variety and complexity of 
existing arrangements, and the likelihood of 
continued future innovation in the structure 
and method of these programs. This variety 
and complexity make it difficult to craft a 
‘‘one-size-fits-all’’ set of conditions that are 
sufficiently ‘‘bright line’’ to facilitate 
compliance and enforceability, yet 
sufficiently flexible to permit innovation 
without undue risk of program or patient 
abuse. 

Our goal in establishing an exception 
or exceptions for incentive payment and 
shared savings programs is ‘‘to 
promulgate an exception that is as broad 
as possible’’ yet consistent with the 
statutory requirement that any 
arrangement excepted under an 
exception issued using our authority in 
section 1877(b)(4) of the Act pose no 
risk of program or patient abuse (73 FR 
38548). Although we received 
thoughtful and instructive comments, 
we did not receive through the initial 
public comment process sufficient 
information or agreement among 
commenters regarding possible 
modifications to the proposal to allow 
us to finalize an exception that expands 
the proposed exception in any 
meaningful way. Therefore, we are 
reopening the public comment period to 
obtain the specific information 
described below. We believe that, if 
ultimately provided through the 
extended public comment process, the 
additional information we are 
requesting will assist us in finalizing an 
exception or exceptions for incentive 
payment and shared savings programs. 
The comment period will be reopened 
for an additional 90 days following 
publication of this final rule with 
comment period in the Federal Register. 
Information regarding the submission of 
public comments can be found in the 
ADDRESSES section of this final rule with 
comment period. We will summarize 
and respond to all comments received 
in response to our proposal (or any 
future proposal for an exception (or 
exceptions) to the physician self-referral 
law for incentive payment and shared 
savings programs), including the 55 
comment letters noted above, in a final 
rulemaking. 

For ease of reference, we are 
numbering our solicitations of 
comments in a continuous sequential 
order, and we encourage commenters to 
refer to these numbers in their 

submissions to us. Although we have 
offered many specific solicitations of 
comments in an effort to stimulate and 
focus discussion, we do not mean to 
imply that we are interested in receiving 
comments only on the specific 
questions noted below; rather, we 
encourage comments on any and all 
relevant issues to an exception or 
exceptions for incentive payment and 
shared savings programs. In addition, 
we request that commenters consider all 
of the issues in context and in 
conjunction with each other, as well as 
consider the exception holistically 
rather than piecemeal. Many of the 
specific solicitations below are related 
to each other and may be better 
addressed if grouped together. 

We urge commenters to respond with 
specificity and to include detailed, 
practical examples whenever possible. 
Commenters are encouraged to consider 
the requirement under section 
1877(b)(4) of the Act that any new 
regulatory exception pose no risk of 
program or patient abuse. Although the 
following discussion segregates 
individual issues, commenters are 
encouraged to comment on and 
recommend combinations of conditions 
for an exception or exceptions that 
would meet the ‘‘no risk’’ standard, 
would be sufficiently bright line to be 
enforceable and to facilitate compliance, 
and would be sufficiently flexible to 
foster beneficiary arrangements. 
Commenters should consider suggesting 
alternative safeguards when 
recommending the elimination or 
modification of a proposed condition or 
when recommending adoption of an 
alternative to a proposed condition. As 
an initial matter, we are interested in 
comments that address the best ways in 
an exception or exceptions for incentive 
payment or shared savings programs to 
achieve transparency and 
accountability, ensure quality of care, 
and prevent disguised payments for 
referrals. We request that commenters 
address these goals in their comments. 

To better understand and address the 
variety of incentive payment and shared 
savings programs that exist in the 
industry or that parties would like to 
implement, we are interested in detailed 
descriptions of incentive payment 
programs and shared savings programs 
that include specific descriptions of the 
structure and operations of the programs 
and payments. We are also interested in 
views addressing the likely evolution of 
these programs. 

b. Background: Incentive Payment and 
Shared Savings Programs 

As we discussed in both the CY 2009 
PFS proposed rule, and the FY 2009 

IPPS proposed rule, the term 
‘‘gainsharing’’ is commonly used to 
describe certain programs that seek to 
align physician behavior with the goals 
of a hospital by rewarding physicians 
for reaching predetermined performance 
outcomes. Several types of programs 
exist (including, but not limited to, 
gainsharing) for the purpose of 
achieving quality standards, generating 
cost savings, and reducing waste. We 
refer to these programs as ‘‘incentive 
payment’’ and ‘‘shared savings’’ 
programs. Within the category of 
‘‘incentive payment’’ programs, we 
include P4P, also known as quality- 
based purchasing, and other quality- 
focused programs that do not involve 
the sharing of cost savings from the 
reduction of waste or changes in 
administrative or clinical practice. 
Within the category of ‘‘shared savings’’ 
programs, we include programs that 
involve the sharing of cost savings 
attributable to physicians’ efforts in 
controlling the costs of providing 
patient care, as well as hybrid programs 
that involve both the sharing of cost 
savings and payment for improvement 
or maintenance of patient care quality. 
For a discussion of incentive payment 
and shared savings programs, DHHS 
initiatives with respect to such 
programs, and our proposed exception 
for incentive payment and shared 
savings programs, we refer the reader to 
our solicitation of comments in the FY 
2009 IPPS proposed rule regarding the 
necessity of an exception to the 
physician self-referral law for 
gainsharing programs (73 FR 23692 
through 23695) and the CY 2009 PFS 
proposed rule (73 FR 38548 through 
38552). 

In the CY 2009 PFS proposed rule, we 
described our concerns regarding 
potential program and patient abuse 
from the implementation of improperly 
structured incentive payment and 
shared savings programs. Specifically, 
we stated: 

Although properly structured incentive 
payment programs can enhance health care 
quality and efficiency, improperly structured 
programs pose significant risks of program or 
patient abuse, including adversely affecting 
patient care. Moreover, such programs could 
be vehicles to disguise payments for referrals, 
including incentives to steer healthier 
patients to the hospital offering the incentive 
payment program. Programs that cannot be 
adequately and accurately measured for 
quality would also pose a high risk of 
program or patient abuse (73 FR 38549). 

We stated further: 
Although properly structured shared 

savings programs may increase efficiency and 
reduce waste, thereby potentially increasing 
a hospital’s profitability and contributing to 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00070 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69795 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

quality of care, improperly designed or 
implemented programs pose the same risks of 
program or patient abuse described above in 
connection with incentive payment 
programs. Additional risk is posed by shared 
savings programs that reward physicians 
based on overall cost savings (for example, 
the amount by which the total costs 
attributable to a particular hospital 
department decreased from 1 year to the 
next) without accountability for specific cost 
reduction measures (73 FR 38550). 

In addition, we expressed our 
continued concern about stinting 
(limiting the use of quality-improving 
but more costly devices, tests or 
treatments), cherry-picking (treating 
only healthier patients as part of an 
incentive payment or shared savings 
program), steering (avoiding sicker 
patients at the hospital sponsoring the 
incentive payment or shared savings 
program), and quicker-sicker discharges 
(discharging patients earlier than 
clinically indicated either to home or to 
post-acute care settings). 

c. Solicitation of Additional Public 
Comments 

i. Distinguishing between ‘‘incentive 
payment’’ and ‘‘shared savings 
programs’’ 

In the CY 2009 PFS proposed rule, we 
sought comments regarding ‘‘whether 
separate exceptions for incentive 
payment and shared savings programs 
would be preferable and, if so, how they 
should be structured, and which 
requirements should appear in each’’ 
(73 FR 38552). Most commenters in 
support of establishing an exception for 
incentive payment and shared savings 
programs recommended that we 
establish two separate exceptions. Here, 
we are requesting specific comments 
regarding how [1] to define the terms 
‘‘incentive payment program’’ and 
‘‘shared savings program.’’ We also 
request comments regarding [2] whether 
the terminology ‘‘incentive payment’’ 
and ‘‘shared savings’’ programs is 
appropriate or whether different 
terminology would better describe the 
range of nonabusive programs we intend 
to cover under the proposed 
exception(s). Whatever terminology we 
employ, we must define the terms with 
sufficient clarity to enable parties to 
determine which exception, if more 
than one is finalized, would be 
applicable to the specific arrangement 
being analyzed. 

Commenters in support of the 
adoption of two separate exceptions 
frequently asserted that many of the 
conditions in the proposed exception 
are not applicable, or need not be 
applicable, to incentive payment 
programs, asserting that incentive 

payment programs do not pose the same 
risk of program or patient abuse as 
traditional gainsharing programs or 
shared savings programs. We are 
seeking comments that [3] identify with 
specificity which conditions should be 
made applicable to incentive payment 
programs (and why), [4] identify which 
conditions need not or should not be 
made applicable to incentive payment 
programs (and why), and [5] indicate 
why it would not be necessary to 
impose the same safeguards against 
program or patient abuse on both types 
of programs. For example, we seek 
comments on [6] whether a program 
involving cost savings measures that 
also improve quality should be treated 
as an incentive payment or shared 
savings program. 

ii. Risk of Program or Patient Abuse 
As noted above, several commenters 

questioned our ability to promulgate an 
exception for shared savings programs 
that satisfies the mandate under section 
1877(b)(4) of the Act that any exception 
issued using that authority pose no risk 
of program or patient abuse. The 
commenters asserted that, because 
gainsharing implicates sections 
1128A(b)(1) and (b)(2) of the Act, 
commonly referred to as the Civil 
Monetary Penalty (CMP) statute, any 
exception to the physician self-referral 
law for incentive payment and shared 
savings programs would necessarily 
pose a risk of program or patient abuse 
and would be outside the scope of our 
authority under section 1877(b)(4) of the 
Act. We disagree with these 
commenters. We believe that it is 
possible within the meaning of section 
1877(b)(4) of the Act to establish a set 
of safeguards to guard against program 
and patient abuse. Moreover, it is our 
understanding that many incentive 
payment programs would not involve 
payments to physicians to reduce or 
limit services to hospital patients. 
However, we are interested in 
comments that [7] specifically address 
this issue in greater detail, including [8] 
how we can satisfy the requirements of 
section 1877(b)(4) of the Act if we do 
not include a condition prohibiting 
payment to a physician (under the 
incentive payment or shared savings 
program) for reducing or limiting items 
or services furnished to Medicare or 
Medicaid beneficiaries under the 
physician’s direct care. In addition, we 
are interested in comments regarding [9] 
the utility of an exception that 
incorporates conditions that are the 
same as or similar to conditions that 
have appeared in favorable advisory 
opinions issued by the OIG on 
gainsharing arrangements. 

iii. Design of the Program 

In the CY 2009 PFS proposed rule, we 
proposed protecting documented 
programs that seek to achieve the 
improvement of quality of hospital 
patient care services through changes in 
physician clinical or administrative 
practices or actual cost savings for the 
hospital resulting from the reduction of 
waste or changes in physician clinical 
or administrative practices (73 FR 
38553). To be protected, the program 
must achieve one or both of these goals 
without an adverse effect on, or 
diminution in, the quality of hospital 
patient care services. 

(1) Objective Medical Evidence and 
Independent Review 

Under the proposed exception, 
incentive payment and shared savings 
programs must be supported by 
objective, independent medical 
evidence indicating that the applicable 
cost-savings or quality performance 
measures would not adversely affect 
patient care. We also proposed that 
patient care quality measures must 
derive from CMS’ Specifications Manual 
for National Hospital Quality Measures. 
Many commenters objected to this 
limitation; however, the comments, for 
the most part, did not contain 
suggestions regarding other appropriate 
lists of quality measures or whether 
(and in what manner or under what 
circumstances) we should permit parties 
to establish their own quality measures 
for inclusion in a protected incentive 
payment or shared savings program. We 
are seeking comments on this issue, 
including [10] how we might avoid 
protecting payments based on sham 
measures or measures that do not reflect 
objective quality outcomes or standards 
but instead may be vehicles to reward 
referrals. 

We proposed in the CY 2009 PFS 
proposed rule that an incentive payment 
or shared savings program must be 
reviewed prior to implementation of the 
program and at least annually thereafter 
to ascertain the program’s impact on the 
quality of patient care services provided 
by the hospital. We proposed that this 
review must be performed by an 
independent medical reviewer; that is, 
the review must be conducted by a 
person or organization with relevant 
clinical expertise that is not affiliated 
with the hospital operating the program 
under review and not affiliated with any 
physician participating in the program 
or with any physician organization with 
which a participating physician is 
affiliated. We also proposed that the 
reviewer could not be participating (at 
the time of the review) in any incentive 
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payment or shared savings program 
operated by the hospital (73 FR 38553 
through 38554). A substantial number of 
commenters objected to the requirement 
of independent medical review, 
claiming that the expense of 
independent medical review would 
likely be significant, and that many 
hospitals may not be able to find an 
‘‘independent’’ medical reviewer. 
Commenters also contended that the 
impact on patient care can best be 
ascertained through individuals 
associated with the hospital, because 
hospital personnel and medical staff 
physicians are intimately aware of 
hospital operations and patient 
populations. 

We seek comments on [11] whether, 
assuming that there is a need for 
independent medical review, the need 
would be greater if the exception were 
to include outcome measures that are 
not on the CMS-approved list. We also 
seek comments on an alternative to 
independent medical review that would 
provide an objective, accurate and 
complete review. Specifically, we 
request comments addressing [12] how, 
if no independent medical review is 
required, we could ensure that a 
hospital is objective in the review of its 
incentive payment and shared savings 
program, that programs operate 
appropriately to improve (or maintain) 
patient care quality, and that the 
incentive payment or shared savings 
program results in no diminution of 
patient care quality or inappropriate 
reduction in care. Finally, and 
irrespective of whether we would 
require independent medical review or 
permit ‘‘in-house’’ review, we seek 
comments on: [13] How, when and what 
type of (for example, further review, 
corrective action, or termination of the 
incentive payment or shared savings 
program) recommendations should be 
made by the reviewer when the program 
review identifies concerns with patient 
care quality or the diminution in patient 
care quality resulting from the 
implementation of the incentive 
payment or shared savings program; and 
[14] requirements (including 
timeframes) for the hospital to take 
corrective action based on the 
reviewer’s recommendations. 

(2) Participating Physicians and 
Payment Amounts 

The proposed exception included a 
requirement that the incentive payment 
or shared savings program be structured 
to require physician participation in the 
program in pools of five or more 
physicians, with payments being 
distributed to members of each pool on 
a per capita basis. Under the proposed 

exception, all physicians participating 
in the program must be on the medical 
staff of the sponsoring hospital at the 
commencement of the program. Most 
commenters objected to these 
requirements, but did not provide clear 
suggestions regarding how to address 
our concern regarding disguised 
payments that reward referrals or other 
business generated by the physician in 
the absence of such structural 
requirements. Therefore, we are seeking 
specific comments on alternatives to 
these participation and payment 
restrictions, as well as other safeguards 
that we could include in an exception(s) 
if we were to omit the ‘‘five-physician 
pool,’’ per capita payment distribution, 
and/or medical staff membership 
requirements. We request comments as 
to [15] whether, if pools of less than five 
physicians are permitted, what the 
minimum number of physicians should 
be; [16] whether all participating 
physicians must be in the same 
specialty, and, if not, what issues are 
raised by protecting arrangements 
between hospitals and multi-specialty 
physician groups; [17] whether 
participating physicians should be 
required to be on the medical staff at the 
hospital at the commencement of the 
program and, if not, how we should 
address the risk that programs will be 
used inappropriately as recruiting tools; 
and [18] whether medical staff members 
may be added during an ongoing 
program and, if so, how we should 
address the risk that payments would be 
made to recruit physicians from other 
area hospitals, especially hospitals that 
might not be able to afford to offer a 
similar program. 

We also seek comments with respect 
to limitations on payments under an 
incentive payment or shared savings 
program. Specifically, we are interested 
in comments regarding whether: [19] 
We should impose a cap on the payment 
made per participating physician, 
regardless of the amount of cost savings 
or achievement of patient care quality 
goals attributable to a particular 
physician; [20] whether payments 
should be limited in duration and, if so, 
whether 3 years or some other period 
should be the maximum time period for 
payments; and [21] whether protected 
payments should be reasonably related 
to the measure that is achieved and, if 
so, how a reasonable relationship 
should be determined, and, if not, how 
we could protect against excessive 
payments that might induce referrals. In 
this regard, we are interested in 
comments addressing [22] methods for 
protecting against excessive payments to 
referring physicians who participate in 

the program but may contribute little or 
no work or expertise to the program. We 
are further interested in comments on 
[23] the types of physicians who should 
be protected participants and what it 
should mean to be a ‘‘participating’’ 
physician. Finally, we are interested in 
comments addressing [24] the concept 
of restricting physicians from receiving 
payments for previously achieved cost 
savings or for meeting quality 
improvement goals that are, or have 
become over time, standard practice (for 
example, we are concerned about 
payments that amount to little more 
than supplemental payments to 
physicians to do nothing more than 
what they are already doing) (73 FR 
38555 through 38556). 

In the CY 2009 PFS proposed rule, as 
described above, we proposed that 
payments to physicians be made 
(whether directly to the physician or to 
his or her qualifying physician 
organization) on a per capita basis. We 
also solicited comments that would 
‘‘outline alternate approaches to the per 
capita payment model for the 
distribution of incentive payments or 
shared savings payments, such as 
paying a physician more or less 
according to whether he or she 
contributed more or less to the 
achievement of the performance 
measures’’ included in the program (73 
FR 38555). Although many commenters 
stated support for permitting payments 
to physicians that directly correlate to 
their personal efforts and achievement 
of performance measures in an incentive 
payment or shared savings program, few 
comments provided sufficient detail 
regarding how we could incorporate this 
expansion into the exception without 
risk of program or patient abuse. We are 
interested in comments that [25] outline 
with specificity how a hospital would 
track or otherwise determine the 
‘‘personal efforts’’ of a physician and 
correlate the achievement of 
performance measures to a particular 
physician’s personal efforts and, in turn, 
to the amount of the payment. 

We also proposed a condition that 
would prevent physicians from being 
paid in a manner that reflected 
increased volumes of Federal health 
care program patients or services. 
Commenters generally opposed this 
proposed restriction. We recognize as 
we stated in the CY 2009 PFS proposed 
rule that volume changes can occur due 
to market forces and physician practice 
growth, rather than from changes in 
referral patterns due to financial 
incentives available to physicians 
participating in an incentive payment or 
shared savings program (73 FR 38555). 
Where changes in the volume of Federal 
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health care patients or services occur 
because of financial incentives, a risk of 
abuse exists. We are soliciting 
comments that [26] specifically address 
how to account for legitimate 
fluctuations in the volume of Federal 
health care patient procedures or 
services and consider the potential that 
volume increases can indicate altered 
referral patterns when a physician is 
participating in an incentive payment or 
shared savings program. In addition, we 
are seeking comments regarding [27] 
possible ways to ensure against 
increases in total Medicare expenditures 
for patients for whom services are 
provided under an incentive payment or 
shared savings program. 

We proposed to require hospitals to 
make payments directly to participating 
physicians or to a ‘‘qualified physician 
organization,’’ which we proposed to 
define as a physician organization 
composed entirely of physicians 
participating in the incentive payment 
or shared savings program (73 FR 
38553). We sought comments regarding 
possible expansion of this condition to 
allow payments to a physician 
organization even if all of its affiliated 
physicians were not participating in the 
incentive payment or shared savings 
program under which the payment is 
made. We reiterate our concern that 
payments made to physician 
organizations with nonparticipating 
physicians could be used to reward 
such nonparticipating physicians for 
their referrals. Many commenters 
objected to the strict limitations on the 
parties to whom a hospital may make a 
payment under an incentive payment or 
shared savings program. Commenters 
generally urged greater flexibility in the 
distribution of payments. We are 
seeking here specific information 
regarding [28] conditions that could be 
imposed to ensure no risk of program or 
patient abuse including, for example, 
conditions on the use and distribution 
of payments made to physician 
organizations on behalf of participating 
physicians. 

(3) Costs Savings for Shared Savings 
Programs 

With respect to shared savings 
programs, we proposed various methods 
and sought comments on other methods 
for limiting or capping the total amount 
of cost savings available under the 
program. We proposed a flat, 50 percent 
limit on the amount of cost savings 
eligible for sharing with participating 
physicians, and also proposed requiring 
rebasing of the baseline statistics against 
which reduction in waste and cost 
savings would be measured. In the 
alternative, we proposed a surrogate 

method of capping total available 
payments that would be actuarially 
equivalent to a 50 percent cap with 
annual rebasing of baseline statistics. 
Many commenters responded that we 
should impose no limits on how a 
hospital determines the amount 
available for shared savings payments, 
while other commenters objected to the 
50 percent cap and/or the rebasing 
requirement. As we noted in the CY 
2009 PFS proposed rule and above, our 
goal is to finalize an exception (or 
exceptions) that provide sufficient 
flexibility for hospitals to structure and 
implement a variety of nonabusive 
incentive payment and shared savings 
programs. We are seeking comments 
that specifically address: [29] What 
safeguards we could include in an 
exception if we do not include a cap on 
the total amount of cost savings 
available for distribution to 
participating physicians; [30] What 
safeguards we could include in an 
exception to ensure that physicians are 
not paid for achieving performance 
measures they achieved in prior periods 
of the program if we do not require 
rebasing of the baseline against which 
reductions in waste or costs are 
measures; [31] whether it is appropriate 
to permit payments for continued 
achievement (or maintenance) of 
performance measures, waste reduction 
or cost savings and, if so, what 
safeguards we could include in an 
exception if we were to do so (for 
example, reduced payments for 
maintenance of patient care quality 
compared with payments for the 
achievement of targets); and [32] 
whether the answer to [33] differs for 
incentive payment programs as opposed 
to shared savings programs. 

We have had limited opportunity to 
review incentive payment and shared 
programs for compliance with the 
physician self-referral law, and we lack 
familiarity with the specifics of 
measuring achievements and calculating 
payments under such programs. We 
received insufficient information in the 
public comments to set forth with 
enough specificity conditions regarding 
the calculation of cost savings so as to 
enable parties to evaluate compliance 
with the exception. We proposed to 
require that payments that result from 
cost savings be calculated based on 
acquisition costs for the items at issue, 
as well as the costs involved in 
providing the specified services, and 
that they be calculated on the basis of 
all patients, regardless of insurance 
coverage (73 FR 38556). Many 
commenters stated that the term 
‘‘acquisition costs’’ was unclear or that 

it is difficult to determine the actual 
costs involved in providing specified 
services, and suggested that we provide 
additional guidance regarding these 
concepts if we were to finalize this 
condition on payments. We are seeking 
additional and specific comments 
regarding [34] the calculation of the 
amount of total cost savings available 
for distribution under a shared savings 
program, including a discussion of 
formulae used by parties to existing 
arrangements. 

(4) Protecting Quality of Care 
We proposed that, under an exception 

for incentive payment and shared 
savings programs, no payments could be 
made if the program resulted in a 
diminution of patient care quality. 
Additional issues were raised in the 
public comments, and we seek further 
comments on the following: [35] 
Whether and, if so, how we should 
address the situation in which the 
implementation of an incentive 
payment or shared savings program 
results in a diminution in patient care 
quality measures not included in the 
incentive payment or shared savings 
program; [36] whether we should permit 
payments based on the global 
improvement in patient care quality 
instead of individually identified and 
tracked patient care quality measures; 
[37] if a program is structured to result 
in payments when global quality 
improves, whether and, if so, how 
should we permit payments to be made 
if only some of the quality measures are 
met; [38] whether payments should be 
permitted for the maintenance of patient 
care quality (as opposed to the 
improvement of patient care quality) 
[39] whether payments should be 
permitted for the achievement of 
intermediate targets for patient care 
quality and how intermediate targets 
should be defined and measured; [40] 
what types of medical evidence should 
support quality measures, and how we 
can ensure that quality measures are 
supported by credible medical evidence; 
and [41] whether measures must have 
some relation to the patient populations 
and practices at the hospital and, if so, 
what the relation should be, and, if not, 
how we could protect against programs 
that are structured to reward physicians 
for reaching subjective or limited goals 
that do not substantially benefit the 
hospital’s patients. 

We seek additional information on 
how parties measure patient care quality 
and determine appropriate payment 
amounts for the achievement of targets 
for patient care quality measures. For 
example, we request comments on: [42] 
How quality improvement should be 
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measured, including how a baseline 
(that is, starting point) should be set 
from which to measure the 
improvement, how recent the baseline 
should be, and whether the targets 
should reflect regional data, national 
data, or some other data; [43] whether 
we should recognize a difference 
between ‘‘quality improvement’’ and 
‘‘quality maintenance’’ and, if so, how 
we should define those terms in relation 
to each other, whether an exception 
should protect payments for both, and 
whether they should be valued 
differently (based on the supposition 
that improving quality may require 
more effort than maintaining it); and 
[44] how we can prevent protecting 
payments for programs that are not 
meeting their quality goals or for 
measures that, when achieved, result in 
a diminution of patient care quality. 

iv. Structure of the Arrangement 
Between the Hospital Sponsoring the 
Program and the Physicians 
Participating in the Program 

(1) Documentation 

In the CY 2009 PFS proposed rule, we 
included in the proposed exception for 
incentive payment and shared savings 
programs a requirement that the 
sponsoring hospital maintain certain 
documentation regarding the program 
that must be made available to the 
Secretary upon request. Many 
commenters supported this 
requirement, while others stated that it 
presented an undue administrative 
burden. We are seeking comments 
regarding [45] possible ways to reduce 
the administrative burden and cost for 
hospitals that would not hinder the 
government’s ability to enforce the 
physician self-referral law and ensure 
compliance with a final exception (or 
exceptions). We are also seeking 
additional comments regarding [46] the 
inclusion of an audit requirement with 
respect to the calculations of cost 
savings and payment amounts under the 
incentive payment or shared savings 
program. Many commenters supported 
such a requirement, and stated that we 
should permit the audit to be performed 
‘‘in-house.’’ We are seeking comments 
here regarding [47] whether such an 
audit could satisfy our concerns 
regarding the objectivity and accuracy of 
the audit. Specifically, we seek 
comments on [48] whether parties 
should be required to monitor and track 
each cost savings or quality measure 
and, if so, how we should address the 
need for transparency and 
accountability. 

(2) Sharing of Global Savings 

Of particular concern from a fraud 
and abuse perspective is the sharing of 
total (or global) savings for a particular 
department or service line. Many 
commenters urged us to permit 
hospitals to share with physicians a 
percentage or share of the total savings 
in a particular department or service 
line, calculated from one period to 
another. The calculation and sharing of 
such global savings would not involve 
individually-tracked and measured 
performance measures, a cornerstone of 
the programs that have received 
favorable advisory opinions from the 
OIG to date. We seek comments 
regarding [49] necessary safeguards to 
ensure that a final exception for shared 
savings programs, when considered in 
its totality, would not present a risk of 
program or patient abuse if we 
permitted the sharing of departmental or 
service line global cost savings. In 
addition, we are interested in [50] the 
impact that sharing such savings with 
physicians would have on other 
potential requirements of a final 
exception, such as the requirement that 
the calculation of cost savings and 
physician payments be audited. 

(3) Miscellaneous 

We request comments on [51] whether 
the exception should protect contracts/ 
arrangements between hospitals and 
physician groups or only contracts/ 
arrangements between hospitals and 
individual referring physicians (and, if 
the exception should allow contracts/ 
arrangements between hospitals and 
physician groups, how we could protect 
against payments to physicians who do 
not actively participate in the program 
and who might be rewarded merely for 
making referrals). Also, we seek 
comments on [52] whether, if a 
physician group participates, the 
physician group may be paid if some of 
its physicians fail to make quality 
improvements; and [53] whether all 
physicians in the physician group 
should be required to participate in the 
same measures. 

v. Availability of Other Physician Self- 
Referral Exceptions 

We note that there are many 
exceptions for compensation 
arrangements in § 411.355 and § 411.357 
of our regulations, including exceptions 
for bona fide employment relationships 
(§ 411.357(c)), personal service 
arrangements (§ 411.357(d)), 
arrangements involving fair market 
value compensation (§ 411.357(l)), 
arrangements involving indirect 
compensation (§ 411.357(p)), and 

services provided by an academic 
medical center (§ 411.355(e)). We 
believe that properly structured 
arrangements involving physician 
participation in an incentive payment or 
shared savings program may meet the 
requirements of one or more of the 
existing physician self-referral 
exceptions for compensation 
arrangements. (An arrangement that 
implicates the physician self-referral 
statute need not satisfy more than one 
exception.) We request comments on 
[54] the extent to which a ‘‘stand-alone’’ 
exception(s) for incentive payment and 
shared savings programs is necessary 
given the existence of other 
compensation exceptions, including the 
ones mentioned above. We request 
comments on [55] whether it would 
preferable for us to modify aspects of 
the existing exceptions to protect a 
broader range of beneficial, nonabusive 
incentive payment and shared savings 
programs. 

d. Conclusion 

It is evident from the variety of 
comments that we received and the 
detailed descriptions from some 
commenters of existing or ‘‘ideal’’ 
incentive payment or shared savings 
programs that such programs can be 
structured in a multitude of ways. 
Experience with one program model 
does not ensure an understanding of the 
impact of another program model. The 
structures of programs with similar 
positive outcomes do not necessarily 
resemble each other. 

We intend to continue working 
toward finalizing an exception (or 
exceptions) for incentive payment and 
shared savings programs. We do not 
believe, as several commenters 
suggested, that we must or should delay 
the issuance of a final exception until 
the completion of the gainsharing 
demonstrations authorized by section 
1866C of the Act and section 5007 of the 
DRA. (See 73 FR 38550 for a description 
of these initiatives.) However, without 
the additional information discussed in 
this preamble, our efforts to finalize an 
exception(s) will be hindered. By 
soliciting additional public comments 
on the proposed exception for incentive 
payment and shared savings programs, 
we hope to acquire information that will 
better inform the development of an 
exception that is sufficiently flexible to 
encourage the development and 
implementation of beneficial, 
nonabusive incentive payment and 
shared savings programs that foster high 
quality, cost-effective care for our 
beneficiaries. 
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2. Changes to Reassignment Rules 
Related to Diagnostic Tests (Anti- 
Markup Provisions) 

Section 1842(n)(1) of the Act requires 
us to impose a payment limitation on 
certain diagnostic tests where the 
physician performing or supervising the 
test does not share a practice with the 
physician or other supplier that bills for 
the test. We implemented section 
1842(n)(1) of the Act by applying an 
‘‘anti-markup’’ payment limitation to 
technical components (TCs) of 
diagnostic tests purchased from an 
outside supplier, which has long 
appeared in our regulations in § 414.50 
and which is applicable to diagnostic 
tests covered under section 1861(s)(3) of 
the Act and paid for under 42 CFR part 
414 (other than clinical diagnostic 
laboratory tests paid under section 
1833(a)(2)(D) of the Act, which are 
subject to the special billing rules set 
forth in section 1833(h)(5)(A) of the 
Act). In the CY 2008 PFS final rule with 
comment period (72 FR 66222), relying 
on section 1842(n)(1) of the Act, our 
general rulemaking authority under 
sections 1102(a) and 1871(a) of the Act, 
and authority under section 1842(b)(6) 
of the Act, we amended the anti-markup 
provision in § 414.50. Specifically, we 
revised the anti-markup provision to 
apply to the TC of diagnostic tests that 
are ordered by the billing physician or 
other supplier (or ordered by a party 
related by common ownership or 
control to such physician or other 
supplier) when the TC is outright 
purchased or when the TC is not 
performed in the ‘‘office of the billing 
physician or other supplier.’’ We 
revised § 414.50(a)(2)(iii) to define the 
‘‘office of the billing physician or other 
supplier’’ as medical office space where 
the physician or other supplier regularly 
furnishes patient care. For a billing 
physician or other supplier that is a 
physician organization, as defined at 
§ 411.351, the ‘‘office of the billing 
physician or other supplier’’ is space in 
which the physician organization 
provides substantially the full range of 
patient care services that the physician 
organization provides generally. We also 
imposed an anti-markup payment 
limitation on the professional 
component (PC) of diagnostic tests that 
are ordered by the billing physician or 
other supplier (or ordered by a party 
related by common ownership or 
control to such physician or other 
supplier group) if the PC is outright 
purchased or if the PC is not performed 
in the office of the billing physician or 
other supplier. Under the CY 2008 PFS 
final rule with comment period, if a 
physician or other supplier bills for the 

TC or PC of a diagnostic test that was 
ordered by the physician or other 
supplier (or ordered by a party related 
to such physician or other supplier 
through common ownership or control) 
and the diagnostic test is either 
purchased from an outside supplier or 
performed at a site other than the office 
of the billing physician or other 
supplier, the payment to the billing 
physician or other supplier (less the 
applicable deductibles and coinsurance 
paid by the beneficiary or on behalf of 
the beneficiary) for the TC or PC of the 
diagnostic test may not exceed the 
lowest of the following amounts: 

• The performing supplier’s net 
charge to the billing physician or other 
supplier; 

• The billing physician or other 
supplier’s actual charge; or 

• The fee schedule amount for the 
test that would be allowed if the 
performing supplier billed directly. 

In the CY 2009 PFS proposed rule (73 
FR 38502), we proposed revisions to the 
anti-markup provisions in § 414.50, and 
solicited comments on how best to 
implement these approaches. We 
proposed that the anti-markup 
provisions would apply in all cases 
where the TC or the PC of a diagnostic 
testing service is either: (i) Purchased 
from an outside supplier; or (ii) 
performed or supervised by a physician 
who does not share a practice with the 
billing physician or other supplier. We 
proposed two alternative approaches to 
determining whether the performing or 
supervising physician ‘‘shares a 
practice’’ with the billing physician or 
other supplier. We also solicited 
comments regarding other possible 
approaches to address our concerns 
regarding overutilization that can occur 
when a physician or physician 
organization is able to profit from 
diagnostic testing services not actually 
performed by or supervised by a 
physician who ‘‘shares a practice’’ with 
the billing physician or other supplier. 

In what we designate here as 
‘‘Alternative 1,’’ we proposed that a 
physician who is employed by or 
contracts with a single physician or 
physician organization ‘‘shares a 
practice’’ with that physician or 
physician organization. We stated that, 
when a physician provides his or her 
efforts for a single physician 
organization (whether those efforts are 
full-time or part-time), he or she has a 
sufficient nexus with that practice to 
justify not applying the anti-markup 
provision as contemplated under 
section 1842(n)(1) of the Act. In light of 
this proposal, we also requested 
comments on how to consider locum 
tenens and other arrangements under 

which a physician provides occasional 
services outside of his or her physician 
organization, as we recognized that 
circumstances may exist under which it 
is beneficial or necessary for a physician 
to provide diagnostic testing services to 
more than one physician practice. 

We proposed a second alternative 
proposal, which we designate here as 
‘‘Alternative 2,’’ which would maintain 
much of the current regulation text, and 
its ‘‘site-of-service’’ approach to 
determining whether a physician 
‘‘shares a practice’’ with the billing 
physician or other supplier, that was 
finalized in the CY 2008 PFS final rule 
with comment period. In other words, 
we reproposed to apply the anti-markup 
payment limitation to non-purchased 
TCs and PCs that are performed outside 
the office of the billing physician or 
other supplier. We also solicited 
comments on whether this is the best 
anti-markup approach or whether we 
should employ a different approach. 

Specifically, in Alternative 2, we 
proposed to amend § 414.50 to: (1) 
Clarify that the ‘‘office of the billing 
physician or other supplier’’ includes 
space in which diagnostic testing is 
performed that is located in the same 
building in which the billing physician 
or other supplier regularly furnishes 
patient care (and to make two other 
revisions to the definition); (2) clarify 
that, with respect to TCs, the anti- 
markup provision applies if the TC is 
either conducted or supervised outside 
the office of the billing physician or 
other supplier; (3) clarify when we 
consider the TC of a diagnostic test to 
be purchased from an outside supplier; 
(4) clarify that, for purposes of applying 
the payment limitation in 
§ 414.50(a)(1)(i) only, with respect to the 
TC, the ‘‘performing supplier’’ is the 
physician who supervised the TC and, 
with respect to the PC, the ‘‘performing 
supplier’’ is the physician who 
performed the PC; and (5) include an 
exception for diagnostic tests ordered by 
a physician in a physician organization 
(as defined at § 411.351) that does not 
have any owners who have the right to 
receive profit distributions. Finally, we 
solicited comments on how to define 
‘‘net charge’’ and on whether we should 
delay beyond January 1, 2009, the 
application of the revisions made by the 
CY 2008 PFS final rule with comment 
period, or the proposed revisions (to the 
extent they are finalized), or both. 

We received numerous comments in 
response to the proposals related to the 
anti-markup provisions. Some 
commenters requested that we 
withdraw both the CY 2008 PFS 
rulemaking and the current proposals. 
Other commenters offered varied 
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support or criticism for one or both of 
the proposed alternatives. Some 
commenters expressed concerns about 
eliminating legitimate, nonabusive 
arrangements that serve Medicare 
beneficiaries. Quality concerns were 
raised by commenters both in favor of 
and opposed to the proposals. 

Commenters in support of Alternative 
1 believe that it would be more 
straightforward and easier to implement 
than Alternative 2. Some commenters 
responded to Alternative 1 by 
requesting that a physician be able to 
‘‘share a practice’’ with up to 3 
physicians or physician organizations in 
order to accommodate arrangements 
that currently exist among many part- 
time physicians and the groups for 
whom they work. These commenters 
also stated that they would no longer be 
able to support an in-office laboratory 
employing part-time physicians if the 
Alternative 1 approach was 
implemented as proposed. 

Some commenters offered support for 
Alternative 2 and its ‘‘site-of-service’’ 
approach, which they argued would 
curb abusive overutilization while 
granting physicians more flexibility in 
how to structure arrangements to 
provide care as they see fit. Commenters 
opposed to Alternative 2 were 
concerned that this approach focuses 
only on where the test is performed and 
not by whom. Some commenters did not 
support our proposal to clarify ‘‘office of 
the billing physician or other supplier’’ 
as including diagnostic testing 
performed in the ‘‘same building,’’ but 
not in a ‘‘centralized building,’’ 
preferring that ‘‘office of the billing 
physician or other supplier’’ also 
encompass diagnostic testing performed 
in a ‘‘centralized building.’’ 

Most commenters agreed with our 
proposed clarification that the TC of a 
diagnostic test is not ‘‘purchased from 
an outside supplier’’ if the TC is both 
conducted by the technician and 
supervised by the physician within the 
office of the billing physician or other 
supplier. We received a few comments, 
some in favor of and some opposed to, 
the proposed exception for diagnostic 
tests ordered by physicians in a 
physician organization with no owners 
who have the right to receive profit 
distributions. Most of the comments that 
we received in response to the ‘‘net 
charge’’ solicitation expressed 
dissatisfaction regarding the 
disallowance of overhead costs in the 
calculation of the ‘‘net charge.’’ Other 
commenters, however, agreed that these 
costs should not be included and that 
only those charges that are incurred 
from paying the physician providing the 

PC or supervising the TC should be 
included. 

We received a number of comments 
addressing issues outside the scope of 
this rulemaking, in particular, the in- 
office ancillary services exception to the 
physician self-referral law, which is 
codified in § 411.355(b) of our 
regulations. Commenters believed that 
we must curtail the types of 
arrangements currently permitted under 
the in-office ancillary services exception 
in order to curb overutilization through 
the ordering of unnecessary diagnostic 
tests. 

After careful consideration of the 
comments that we received, we are 
adopting a flexible approach that 
incorporates both proposed alternatives. 
We are finalizing Alternative 1 with 
some modifications, and retaining with 
some modifications the present ‘‘site-of- 
service’’ approach (Alternative 2) to 
allow physicians to consider both 
approaches in determining if the anti- 
markup provisions apply to particular 
diagnostic testing services. 
Arrangements should be analyzed first 
under Alternative 1. Thus, where the 
performing physician (that is, the 
physician who supervises the TC or 
performs the PC, or both) performs 
substantially all (at least 75 percent) of 
his or her professional services for the 
billing physician or other supplier, none 
of the services furnished by the 
physician on behalf of the billing 
physician or other supplier will be 
subject to the anti-markup payment 
limitation in § 414.50. If the performing 
physician does not meet the 
‘‘substantially all’’ services requirement 
of Alternative 1, an analysis under the 
Alternative 2 requirements may be 
applied on a test-by-test basis to 
determine whether the anti-markup 
payment limitation applies. Under the 
Alternative 2 ‘‘site-of-service’’ approach, 
only TCs conducted and supervised in 
and PCs performed in the office of the 
billing physician or other supplier by an 
employee or independent contractor 
physician will avoid application of the 
anti-markup payment limitation. Both 
the ‘‘substantially all professional 
services’’ and ‘‘site-of-service’’ tests are 
measures of whether a performing/ 
supervising physician ‘‘shares a 
practice’’ with the billing physician or 
other supplier. With respect to 
Alternative 2, we believe that 
restrictions regarding the location of the 
conducting and supervising of the TC 
are essential to ensure that, if the test is 
to be billed as performed by the billing 
physician or other supplier, the billing 
physician or other supplier exercise 
sufficient control and a proper nexus to 
the individuals conducting and 

supervising the test. Requiring that the 
TC be conducted and supervised in the 
office of the billing physician or other 
supplier, under Alternative 2, creates 
this control and nexus. We believe that 
allowing billing physicians and other 
suppliers that cannot satisfy Alternative 
1 to comply with the requirements of 
Alternative 2 on a case-by-case basis 
affords physicians flexibility while 
addressing our concerns regarding the 
ordering of unnecessary diagnostic tests. 

As we noted above, we have made 
one modification to Alternative 1 in 
response to comments we received. 
Rather than requiring that a physician 
work exclusively for one physician 
practice, in order to ‘‘share a practice’’ 
with a particular physician or physician 
organization, a physician must provide 
‘‘substantially all’’ of his or her 
professional services for that practice. 
For purposes of Alternative 1, we are 
defining ‘‘substantially all’’ as ‘‘at least 
75 percent.’’ In this regard we note that 
‘‘substantially all,’’ as used in certain of 
our physician self-referral rules, is 
defined as ‘‘at least 75 percent’’ (see 
§ 411.352(d) and § 411.356(c)(1)). 
Although the anti-markup provisions in 
§ 414.50 and the physician self-referral 
rules in § 411.350 through § 411.389 are 
separate and distinct, we believe that 
‘‘at least 75 percent’’ is an appropriate 
test within the context of Alternative 1, 
and we also wish to avoid any 
unnecessary confusion that could result 
from having one numerical test for the 
anti-markup provisions and another 
numerical test for the physician self- 
referral rules. Thus, for purposes of 
determining whether the anti-markup 
provisions apply, the performing 
physician (that is, the physician 
supervising the TC or performing the 
PC, or both) is considered to share a 
practice with a physician group for 
which he or she provides at least 75 
percent of his or her professional 
services—even if the physician works 
for one or more billing physician groups 
or other health care entities. The final 
rule provides at revised § 414.50(a)(2)(ii) 
that the ‘‘substantially all’’ requirement 
is satisfied if the billing physician or 
other supplier has a reasonable belief at 
the time it submits a claim that: (1) The 
performing physician has furnished 
substantially all of his or professional 
services through the billing physician or 
other supplier for the period of 12 
months prior to and including the 
month in which the service was 
performed; or (2) the performing 
physician is expected to furnish 
substantially all of his or her 
professional services through the billing 
physician or other supplier during the 
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following 12 months (including the 
month the service is performed). 

We believe that our modification to 
the proposal for Alternative 1 will 
satisfy the concerns regarding locum 
tenens arrangements (and part-time and 
other on-call or similar arrangements), 
provided that the performing physician 
is not furnishing more than 25 percent 
of his or her professional services as a 
locum tenens physician (or in some 
other capacity, such as a part-time 
physician for another billing group or 
moonlighting at a hospital). 

We are also retaining the present site- 
of-service approach to determining 
whether a physician ‘‘shares a practice’’ 
with the billing physician or other 
supplier. This approach was reproposed 
as Alternative 2, with a proposed 
clarification that diagnostic testing 
performed in the ‘‘same building’’ (as 
defined at § 411.351) in which the 
‘‘office of the billing physician or other 
supplier’’ is located would not be 
subject to the anti-markup provisions 
(provided that the testing was not 
purchased from an outside supplier). 
We are adopting this clarification, but 
deleting the references to purchased TCs 
and PCs from § 414.50, for the reasons 
explained below. We are also adopting 
certain proposed clarifications and 
definitions. Specifically, a physician or 
other supplier may have more than one 
‘‘office of the billing physician or other 
supplier,’’ and the ‘‘office of the billing 
physician or other supplier’’ is defined 
as space in which the ordering 
physician or other ordering supplier 
regularly furnishes care (and with 
respect to physician organizations, is 
the space in which the ordering 
physician performs substantially the full 
range of patient care services that the 
ordering physician provides generally). 
We are adding to Alternative 2 the 
requirement, with respect to the TC, that 
the physician supervising the TC be an 
owner, employee, or independent 
contractor of the billing physician or 
other supplier, and, with respect to the 
PC, that the physician performing the 
PC be an employee or independent 
contractor of the billing physician or 
other supplier. We are doing this in 
order to simplify our rules and to avoid 
having a separate basis for imposing an 
anti-markup payment limitation for TCs 
supervised and PCs performed by 
outside suppliers. We explain our 
rationale for this change in the next 
paragraph. 

We are not finalizing a definition of 
outside supplier, and instead we are 
deleting references to a ‘‘purchased’’ test 
or interpretation in § 414.50 because 
they are unnecessary, as explained 
below. We note that section 1842(n)(1) 

of the Act requires us to impose an anti- 
markup payment limitation on 
diagnostic tests that are performed or 
supervised by a physician who does not 
share a practice with the billing 
physician or other supplier. 
Traditionally, we have interpreted 
section 1842(n)(1) of the Act as applying 
to purchased TCs from an outside 
supplier. Our longstanding policy of 
having an anti-markup payment 
limitation on purchased TCs was 
codified in § 414.50, and retained in the 
CY 2008 PFS final rule with comment 
period. (Similarly, we imposed an anti- 
markup payment limitation on 
purchased PCs in the CY 2008 PFS final 
rule with comment period and we 
proposed in the CY 2009 PFS proposed 
rule to retain status as a purchased PC 
as a separate basis imposing an anti- 
markup payment limitation.) Based on 
our decision to adopt Alternative 1 and 
to allow arrangements that do not meet 
the requirements of Alternative 1 to 
nevertheless avoid the anti-markup 
payment limitation if diagnostic testing 
services meet the requirements of 
Alternative 2, we believe that it is not 
necessary, and unduly complex, to use 
purchased tests and purchased 
interpretations as separate bases for 
imposing an anti-markup payment 
limitation. We provide a fuller 
explanation below, at section N.2.h., for 
deleting from § 414.50 references to TCs 
and PCs purchased from an ‘‘outside 
supplier.’’ 

We are not creating an exception for 
tests ordered by a physician in a 
physician organization with no 
physician owners who have the right to 
receive profit distributions. By 
finalizing both proposed alternatives, 
we believe that our concern that the 
Alternative 2 approach could 
disadvantage nonproblematic 
arrangements involving nonprofit multi- 
specialty groups that have campus- 
based treatment facilities (and thus do 
not perform diagnostic testing in the 
same building as where patients are 
seen) largely becomes moot, as most 
such arrangements should be able to be 
structured to fit into Alternative 1, or 
failing that, Alternative 2. 

With respect to our specific 
solicitations of comments, we are not 
revising the meaning of ‘‘net charge’’ at 
this time. Moreover, we are not 
requiring at this time direct billing 
instead of permitting reassignment 
under certain circumstances; however, 
we may propose to do so in a future 
notice of proposed rulemaking. We 
considered the various 
recommendations commenters offered 
for the effective date for our revisions. 
We have decided to not deviate from the 

effective date that is generally 
applicable to this final rule with 
comment period and, thus, the revisions 
to § 414.50 will become effective on 
January 1, 2009. 

Finally, we did not propose to make 
changes to the in-office ancillary 
services exception and are not making 
any changes to that exception in this 
final rule; however, we are aware of the 
commenters’ concerns and may propose 
rulemaking on this issue in the future. 

a. General comments 
Comment: Some commenters were 

concerned with their perceived 
complexity of the anti-markup 
provisions and requested that we delay 
making any revisions to the rule. A 
commenter argued that extending the 
application of the anti-markup payment 
limitation only adds another layer of 
unnecessary complexity and confusion 
to an area where physicians want to 
provide high quality services in a cost 
efficient manner. Some commenters, 
including a large medical association, 
requested that we withdraw the 
proposals of this rule, as well as the 
proposals contained in the CY 2008 PFS 
final rule with comment period. In 
contrast, one commenter stated that the 
anti-markup provisions are consistent 
with the aforementioned medical 
association’s code of ethics, which 
states that a physician should not charge 
a markup, commission, or profit on 
services rendered by others. A second 
commenter noted that the same medical 
association and many hospital bylaws 
strongly discourage fee-splitting. Other 
commenters urged us to not weaken or 
dilute last year’s important anti-markup 
provision. 

Response: We believe that the anti- 
markup provisions in § 414.50, as 
revised by this final rule with comment 
period, are not inordinately complex. 
We agree that it would be simpler to not 
have any anti-markup provisions 
beyond what existed prior to the CY 
2008 PFS final rule with comment 
period, but we remain convinced that 
additional rulemaking is necessary to 
address the potential for overutilization 
through unnecessary testing. Likewise, 
we agree that it would be simpler to 
adopt the approach, as suggested by one 
commenter, that we not allow any 
reassignment of diagnostic testing 
services and, instead, require direct 
billing, but, without studying that 
approach further, we have concerns that 
doing so may unnecessarily prevent 
nonabusive arrangements. Thus, the 
resulting rule presents some complexity 
in order to both allow flexibility for the 
industry while implementing statutory 
intent and addressing our concerns of 
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the potential for overutilization and 
patient abuse. To some extent, we have 
simplified the anti-markup provisions 
in § 414.50 by deleting superfluous 
references to purchased TCs and PCs as 
bases for imposing an anti-markup 
payment limitation, for the reasons 
discussed above and more fully below at 
II.N.2.h. 

Comment: A commenter 
recommended that we finalize a 
combination of both Alternative 1 and 
Alternative 2, so that in order for the 
anti-markup provision to not apply, an 
employee or contractor physician 
should work solely for the billing group 
and meet the ‘‘site-of-service’’ 
requirements. Two other commenters 
recommended that we finalize both 
approaches and allow arrangements to 
avoid application of the anti-markup 
provisions if they comply with either 
approach. 

Response: We have adopted an 
‘‘either or’’ approach to the two 
proposed alternative approaches. 
Diagnostic testing services furnished by 
physicians who meet the requirements 
of Alternative 1 (the ‘‘substantially all’’ 
services approach) will not be subject to 
an anti-markup payment limitation. 
However, arrangements that do not meet 
the requirements of the Alternative 1 
approach nevertheless will avoid 
application of the anti-markup 
provisions if they comply with 
Alternative 2 (the ‘‘site-of-service’’ 
approach), as clarified in this final rule. 
We believe that compliance with either 
one of the two approaches finalized in 
this rule will implement statutory intent 
and address our concerns regarding 
overutilization and abusive billing by 
establishing a sufficient nexus with the 
billing entity to justify not applying an 
anti-markup payment limitation. 

Comment: One commenter noted that 
the application of some of the proposed 
changes, both with respect to the anti- 
markup provisions in § 414.50 and with 
respect to the IDTF standards in 
§ 410.33, may restrict the diagnostic 
testing services that physicians perform 
for Medicare beneficiaries and may 
result in more physicians electing to not 
accept new Medicare patients. A 
commenter stated that the proposed 
revisions to the anti-markup provisions 
threaten cooperative ventures and 
arrangements and, consequently, 
beneficiary access to quality Medicare 
services, including ultrasound and other 
diagnostic testing services. Other 
commenters asserted that both proposed 
approaches are misguided and do not 
acknowledge the way that physicians 
provide care under practical 
circumstances. A commenter contended 
that both proposals would hamper the 

ability of large groups to provide 
diagnostic services. Essentially, 
physician groups may have to bill 
differently for some physicians, 
resulting in an administrative burden 
for physician groups, and possibly 
curtailing the locations that a Medicare 
beneficiary can receive diagnostic tests 
and thus affecting patient care. Several 
commenters argued that the adoption of 
this rule will have the effect of 
eliminating many legitimate, 
nonabusive arrangements that serve to 
expand access to care to Medicare 
beneficiaries, while resulting in little or 
no countervailing benefit to the 
Medicare program 

Response: We do not believe that the 
revisions included in this final rule with 
comment period will discourage 
significantly or negatively impact 
significantly legitimate, nonabusive 
arrangements. We believe that the 
revisions strike an appropriate balance 
between allowing billing physicians and 
other suppliers flexibility in structuring 
their arrangements while protecting 
against program abuse caused by 
unnecessary diagnostic testing. As 
explained in section II.I. of this final 
rule, we are not finalizing our proposals 
at this time to require physician offices 
to comply with the IDTF standards in 
§ 410.33. 

Comment: Some commenters stated 
that there is no evidence that bringing 
diagnostic services into a physician 
practice automatically leads to 
overutilization; rather, many practices 
do so in order to improve quality of 
patient care and efficiency and not for 
financial gain. 

Response: We disagree with the 
commenters’ statement that there is no 
evidence that self-referral of diagnostic 
services leads to overutilization. We 
cited several studies in the CY 2008 PFS 
final rule with comment period that 
supported the proposition that 
physician self-referral (that is, the 
referral of diagnostic tests provided 
within the physician practice) leads to 
overutilization (72 FR 66311 through 
66312). Additionally, since publication 
of that rule, the Government 
Accountability Office (GAO) has 
published a study indicating the 
overuse of some diagnostic testing when 
performed in a physician’s office. The 
GAO report, Rapid Spending Growth 
and Shift to Physician Offices Indicate 
Need for CMS to Consider Additional 
Management Practices, (GAO–08–452), 
showed that spending for imaging 
services paid under the PFS more than 
doubled over a 6-year period from 2000 
through 2006. The report’s findings 
reflect a link between spending growth 
and the provision of imaging services in 

physician offices. The proportion of 
Medicare spending on imaging services 
performed in-office rose from 58 percent 
to 64 percent and physicians received 
an increased share of their total 
Medicare revenue from imaging 
services. We recognize that not all 
arrangements necessarily lead to 
overutilization. However, we are not 
able to regulate per individual practice 
and instead must issue rules of general 
applicability to implement statutory 
intent and address our concerns 
regarding the potential for 
overutilization through unnecessary 
diagnostic testing. 

b. Statutory Authority 
Comment: A commenter noted that 

the anti-markup provisions in section 
1842(n)(1) of the Act are limited to 
‘‘diagnostic tests described in section 
1861(s)(3) [of the Act].’’ According to 
the commenter, the physician 
interpretation of a diagnostic test is not 
a service described in section 1861(s)(3) 
of the Act, as physician services are 
described in section 1861(s)(1) of the 
Act. Other commenters stated that, in 
enacting section 1842(n) of the Act, the 
Congress specifically limited the 
applicability of the anti-markup 
provisions to diagnostic tests. 
Commenters expressed concern that 
applying an anti-markup payment 
limitation to the PC of diagnostic tests 
is inconsistent with the plain meaning 
of the law and Congressional intent. 

Response: As explained in the 
preamble to the CY 2008 PFS final rule 
with comment period (72 FR 66308 
through 66309), despite the fact that we 
implemented section 1842(n)(1) of the 
Act to impose an anti-markup payment 
limitation only on the TC of diagnostic 
tests, we are not prevented from 
applying an anti-markup payment 
limitation to the PC of a diagnostic test. 

We believe that our general 
rulemaking authority under sections 
1102(a) and 1871(a) of the Act provides 
us with authority to effectuate fully the 
Congress’s intent in enacting section 
1842(n)(1) the Act to remove the profit 
incentive for ordering unnecessary 
diagnostic tests. As we indicated in the 
preamble to the CY 2008 PFS final rule 
with comment period, the profit 
incentive to order unnecessary 
diagnostic tests remains if the billing 
physician or other supplier may markup 
the PC of the test (72 FR 66315). 
Moreover, and as also discussed in the 
preamble of the CY 2008 PFS final rule 
with comment period, section 
1842(b)(6) of the Act authorizes us, but 
does not command us, to allow 
reassignment of physician services, 
including the PC of a diagnostic test (72 
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FR 66309). At this time, we are not 
prohibiting reassignment of PCs and 
instead requiring direct billing, but we 
are imposing restrictions on the 
reassignment of PCs. That is, a PC that 
is reassigned by the performing 
physician to the billing physician or 
other supplier that ordered the PC may 
not be marked up by the billing 
physician or other supplier, unless the 
performing physician shares a practice 
with the billing physician or other 
supplier. If a physician or other supplier 
that orders a PC does not find that 
billing for the PC under an arrangement 
that is subject to the anti-markup 
provisions is profitable or financially 
worthwhile, that physician or other 
supplier is free to not accept 
reassignment and instead have the 
performing physician or other supplier 
bill directly for the PC. 

Comment: Several commenters 
questioned the appropriateness or the 
legality of imposing an anti-markup 
payment limitation on the TC 
supervised by, or the PC personally 
performed by, a physician in the same 
group practice as the ordering 
physician. Some commenters asserted 
that, because the anti-markup provision 
in section 1842(n) of the Act, with its 
relatively general language, came first, 
and the much more specific 
requirements of the physician self- 
referral law in section 1877 of the Act 
came later, the Congress has defined 
specifically what it means for 
physicians to ‘‘share a practice’’ for 
Medicare purposes and we should not 
interpret these provisions differently, 
particularly without providing a clear 
rationale for doing so. One commenter 
contended that the ‘‘share a practice’’ 
concept in section 1842(n) of the Act 
simply was the Congress’ short-hand 
version of what later became the lengthy 
definition of ‘‘group practice’’ in section 
1877(h)(4) of the Act. Other commenters 
asserted that, through the anti-markup 
provisions, we are overlaying a new and 
inconsistent set of requirements for 
providing diagnostic testing, with 
respect to bona fide group practices 
meeting the physician self-referral law 
requirements. According to these 
commenters, we are doing so by relying 
on the ‘‘anti-mark-up’’ language of 
section 1842(n)(1) of the Act, even 
though that language pre-dates the 
physician self-referral law and explicitly 
exempts testing performed by 
physicians who ‘‘share a practice.’’ One 
commenter stated that our proposals, if 
adopted, would impose a new and 
untenable burden on physician 
practices that have already taken pains 
to comply with the complex and 

onerous strictures imposed by the 
physician self-referral law. Two 
commenters stated that developing 
policies under one law only to make 
them largely irrelevant under another 
law represents arbitrary government 
action. 

Response: Section 1877(h) of the Act 
expressly states that the definitions it 
sets forth apply only for purposes of 
section 1877 of the Act. There is no 
indication in either the text or the 
legislative history of section 1877(h) of 
the Act that the Congress intended the 
definition of ‘‘group practice’’ to 
correlate with the term ‘‘shares a 
practice’’ in section 1842(n)(1) of the 
Act. Also, we note that the definition of 
group practice in section 1877(h) of the 
Act is relatively narrow. That is, the 
definition of ‘‘group practice’’ in section 
1877(h) of the Act refers only to 
‘‘members’’ of a group practice, which 
could be construed to mean only 
physicians with an ownership or 
investment interest in the group. (Note 
also that the definition of ‘‘group 
practice’’ in section 1877(h) of the Act 
allows the Secretary to impose other 
standards by regulation.) Likewise, the 
text of the in-office ancillary services 
exception in section 1877(b) of the Act, 
which allows referrals within a group 
practice, can be read as being restricted 
to services referred and performed by 
members of the group (and services 
performed by employees who are 
supervised by a member of the group). 
Therefore, even if the Congress did 
intend the definition of ‘‘group 
practice’’ in section 1877(h) of the Act 
for purposes of the physician self- 
referral law to correlate with ‘‘shares a 
practice’’ in section 1842(n)(1) of the 
Act for purposes of the statutory anti- 
markup provision, and also intended 
that individuals whose referrals are 
protected under the statutory in-office 
ancillary services exception to the 
physician self-referral law necessarily 
‘‘share[] a practice’’ for purposes of the 
statutory anti-markup provision (and we 
agree with neither proposition), we 
would not be required to take an 
expansive view of what it means to 
‘‘share[] a practice’’ for purposes of the 
statutory anti-markup provision. We 
also note that section 1842(n)(1) of the 
Act does not prohibit us from using 
other authority to impose an anti- 
markup payment limitation on TCs and 
PCs. 

As a policy matter, we do not agree 
with the commenters that suggested that 
we should except from the anti-markup 
provisions any arrangement that 
complies with the physician self-referral 
rules. The anti-markup provisions, 
when applied, limit only how much a 

physician or other supplier may bill 
Medicare, whereas the physician self- 
referral rules, when implicated and not 
satisfied, prevent a physician or other 
supplier (or provider) from billing 
Medicare (for any amount). 
Accordingly, we approach physician 
self-referral rulemaking with added 
caution, lest we prohibit a broad class 
of arrangements that in some cases and 
under certain circumstances do not pose 
a risk of abuse. Thus, using our general 
rulemaking authority and authority in 
section 1877(b)(2) of the Act, we have 
provided some flexibility, with respect 
to which referrals are protected under 
the in-office ancillary services exception 
and the definition of a ‘‘centralized 
building,’’ for purposes of our physician 
self-referral rules. However, the fact that 
the physician self-referral law, as 
interpreted or implemented by us, does 
not prohibit a certain type of 
arrangement does not mean that we 
should not take measures, through an 
anti-markup approach, to address the 
potential for overutilization or other 
abuse that exists with certain 
arrangements that seek to take 
advantage of our definitions of ‘‘group 
practice’’ and ‘‘centralized building’’ 
that are used for purposes of the 
physician self-referral exception for in- 
office ancillary services. 

c. Alternative 1 (‘‘Substantially All’’ 
Professional Services) 

Comment: Under Alternative 1 as 
proposed, which we referred to in the 
proposed rule as the ‘‘shares a practice’’ 
approach (although the second 
alternative was also designed to ensure, 
through a site-of-service methodology, 
that performing physicians ‘‘share a 
practice’’ with the billing physician or 
other group), the anti-markup payment 
limitation would not apply if a service 
is provided or supervised by a physician 
who ‘‘shares a practice’’ with the billing 
physician or other supplier by virtue of 
working exclusively with that physician 
or other supplier. Several commenters 
noted that this alternative mirrors the 
statutory language, but contended that 
the definition of ‘‘shares a practice’’ 
suggested by the preamble of the 
proposed rule (that is, if a physician 
contracts with more than one group, he 
or she does not ‘‘share a practice’’ with 
any group) is inconsistent with a 
common sense interpretation of that 
term. A commenter stressed that even a 
physician who spends 1 percent of his 
or her time interpreting 
echocardiograms for an area hospital but 
spends the remainder of his or her time 
working for his or her group practice 
would not be considered to ‘‘share a 
practice’’ with the group under the 
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proposed approach. Some commenters 
suggested that physicians should be able 
to have two or three relationships with 
physician organizations and still be 
deemed to share a practice with each 
one and not be subject to the anti- 
markup provisions. Some commenters 
requested that the anti-markup 
provisions not apply when a physician 
works for a physician group and also 
works for another type of health care 
provider or supplier, such as a hospital, 
independent lab, or medical school. 
Another commenter proposed that a 
physician who spends more than 40 
percent of his ‘‘total time spent on 
patient care services’’ (as defined at 
§ 411.352(d)) as a physician in any 
group practice should be considered to 
‘‘share a practice’’ with that group 
practice for purposes of the anti-markup 
provisions. According to the 
commenter, this requirement would 
ensure that a physician has a 
meaningful level of actual economic and 
professional integration with a group 
practice for which the physician 
provides DHS from which the group can 
profit, but it would not penalize a 
physician for providing professional 
and supervisory services to others. The 
commenter suggested that we should 
permit a physician to share a practice 
with no more than two groups and 
require extensive integration with each 
group. 

A commenter stated that, if a 
physician is a full-time or part-time 
employee of a physician group, that 
employment relationship in and of itself 
should establish a sufficient nexus with 
that group to justify not applying the 
anti-markup payment limitation to his 
or her professional services for the 
physician group. This commenter also 
noted that, under the proposed IDTF 
revisions in the CY 2009 PFS proposed 
rule (73 FR 38533 through 38535), a 
physician may serve as an IDTF medical 
director for no more than three IDTFs, 
and suggested that a similar standard 
could be used for the application of the 
anti-markup provisions by not allowing 
physicians to contract to provide 
services for more than three physician 
organizations. 

One commenter stated its belief that 
compliance with the proposed 
requirements of the Alternative 1 
approach may be possible by some 
medical practices, such as those with 
the capital and testing volumes 
sufficient to warrant engaging or 
contracting for exclusive physician 
services needed to perform or supervise 
diagnostic testing. However, the 
commenter also asserted that the 
proposal may be burdensome to many 
physician offices. Another commenter 

asserted that some practices do not have 
sufficient patient volume to support a 
full-time pathologist or radiologist. A 
commenter representing an oncology 
practice noted that the practice 
currently can bill a global fee for the TC 
and PC, but the Alternative 1 proposal 
would apply the anti-markup payment 
limitation to the PC. The commenter 
stated that use of a part-time radiologist 
does not encourage overutilization, and, 
therefore, the anti-markup payment 
limitation should not apply. 

Response: We are modifying the 
proposed Alternative 1 approach so that 
a performing physician (that is, a 
physician who supervises the TC or 
performs the PC, or both) will be 
considered to share a practice with a 
physician, physician organization, or 
other supplier if the physician furnishes 
‘‘substantially all’’ (at least 75 percent) 
of his or her professional services 
through that physician, physician 
organization, or other supplier. This 
means that a physician may furnish up 
to 25 percent of his or her professional 
services through any number of 
physicians (including himself or 
herself), physician organizations or 
other suppliers, through acting as a 
locum tenens physician, or in other 
circumstances without disqualifying 
himself or herself from sharing a 
practice with the physician or physician 
organization for which he or she 
provides the bulk (that is, at least 75 
percent) of his or her professional 
services. For example, suppose 
Physician A furnishes at least 75 
percent of her services through 
Physician Organization B, and furnishes 
25 percent of her professional services 
through Physician C and Laboratory 
Supplier D. Under this example, 
Physician A would be considered to be 
sharing a practice with Physician 
Organization B. 

Revised § 414.50(a)(2)(ii) provides 
that the ‘‘substantially all’’ requirement 
is satisfied if the billing physician or 
other supplier has a reasonable belief, 
when submitting a claim, that: (1) The 
performing physician has furnished 
substantially all of his or her 
professional services through the billing 
physician or other supplier for the 
period of 12 months prior to and 
including the month in which the 
service was performed; or (2) the 
performing physician will furnish 
substantially all of his or professional 
services through the billing physician or 
other supplier during the following 12 
months (including the month the 
service is performed). 

Comment: In response to our request 
for comments on how to address locum 
tenens relationships under Alternative 

1, several commenters recommended 
that the locum tenens relationships 
should not count in calculating whether 
a physician shares a practice with 
another physician or other supplier. 
Another commenter suggested that 
abuse of locum tenens arrangements 
could be avoided through requirements 
for these arrangements in the Medicare 
Claims Processing Manual, 100–04, 
Chapter 1, § 30.2.11. One commenter 
stated that, provided that locum tenens 
physicians satisfy Medicare’s 
requirements governing the use of and 
billing for such physicians, the anti- 
markup payment limitation should not 
apply to tests performed or supervised 
by such physicians. 

One commenter enumerated 
additional circumstances in which 
group practice physicians provide 
services to or through entities other than 
their primary group affiliation. These 
circumstances included: (1) Covering for 
another practice while it recruits to 
replace a retired or deceased physician; 
(2) providing specialty services at 
hospitals or primary care clinics in areas 
(often rural, but not always) that would 
otherwise not have those specialties 
available and convenient to patients; 
and (3) providing specialty services to a 
different practice that has only a part- 
time need for the service. 

Another commenter noted the 
potential for situations where a non- 
radiology practice contracts with a 
radiologist as a locum tenens physician 
to circumvent the anti-markup 
provision. The commenter 
recommended that we exclude only 
same-specialty locum tenens 
arrangements from the anti-markup 
provision. 

Response: In the CY 2009 PFS 
proposed rule, we requested comments 
on how, under Alternative 1, we could 
permit a physician to provide 
occasional services outside of his or her 
physician organization without the 
secondary arrangement precluding the 
physician from sharing a practice with 
the physician organization for purposes 
of applying the anti-markup provisions. 
To accommodate such temporary 
physician arrangements, we have 
modified Alternative 1 so that a 
physician will be considered to share a 
practice with a physician, physician 
organization, or other supplier if the 
physician furnishes at least 75 percent 
of his or her professional services 
through that physician, physician 
organization, or other supplier. Thus, 
the final rule allows a physician to 
furnish up to 25 percent of his or her 
professional services through other 
arrangements (including for the purpose 
of acting as a locum tenens physician) 
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without disqualifying himself or herself 
from sharing a practice with his or her 
primary physician practice. We believe 
that our modification provides 
assurance that the performing physician 
has a sufficient nexus with the billing 
physician or other supplier so as to 
share a practice with such physician or 
other supplier. We are not persuaded 
that we should disqualify the 
performing physician from sharing a 
practice with the billing physician or 
other supplier if his or her locum tenens 
or part-time arrangements do not 
involve performing work for a billing 
physician or other supplier engaged in 
the same specialty as the performing 
physician. 

Immediately above, we address the 
issue of whether a physician may share 
a practice with a billing physician or 
other supplier despite furnishing some 
services through other arrangements, 
including acting as a locum tenens 
physician. In this paragraph, we address 
the ‘‘flip side’’ of this issue, that is, 
whether a billing physician or other 
supplier can avoid application of the 
anti-markup payment limitation where a 
locum tenens physician is substituting 
for a physician who does in fact perform 
‘‘substantially all’’ of his or her 
professional services through the billing 
physician or other supplier. We wish to 
clarify that, with respect to locum 
tenens situations only, whether an 
arrangement satisfies Alternative 1 
depends on whether the permanent 
physician (that is, the physician for 
whom the locum tenens physician is 
substituting) performs ‘‘substantially 
all’’ of his or her professional services 
through the billing physician or other 
supplier. For example, assume 
Physician A contracts with Group 
Practice C to render services in place of 
Physician B, who is on vacation. 
Physician B performs 100 percent of her 
professional services through Group 
Practice C. This arrangement meets the 
requirements of Alternative 1, because 
Physician B performs at least 75 percent 
of her professional services through 
Group Practice C. It is irrelevant 
whether, or the extent to which, 
Physician A furnishes professional 
services for Group Practice C outside the 
locum tenens arrangements, for 
purposes of determining whether the 
anti-markup payment limitation applies 
to the services provided by Physician A 
under the locum tenens arrangement. 

Comment: Many commenters were 
opposed to the proposed Alternative 1 
approach to determining whether a 
physician shares a practice with the 
billing physician or other supplier. 
Some commenters stated that they 
employ a pathologist in-house in order 

to improve quality of care by: (1) Using 
specialized pathologists for digestive 
diseases; (2) forming normative 
standards based on the practices of the 
physicians in the practice; and (3) 
decreasing the turnaround time for 
diagnostic tests. Other commenters, who 
are physicians, stated that they were 
unhappy with the professional services 
provided by commercial laboratory 
companies due to slow turnaround time 
on pathology reports or difficulty in 
asking follow-up questions of 
pathologists at remote laboratories. 
According to these commenters, by 
employing a pathologist, a group 
practice is able to ensure that the 
pathologist is a specialist in a particular 
practice area (for example, 
gastroenterology), something the 
commenters asserted they were unable 
to do with commercial laboratories. 

A commenter expressed concern 
regarding Alternative 1 because, in the 
commenter’s view, it would unfairly 
limit a specialty practice (such as 
gastroenterology or urology) from billing 
and collecting the full global 
reimbursement from the Medicare 
program for services rendered by an in- 
office pathologist unless that pathologist 
works only for that physician group. 
The commenter stated that it should not 
matter if the pathologist works for more 
than one group practice. This 
commenter expressed concern that 
eliminating the in-office laboratory 
model would be a detriment to 
Medicare beneficiaries. Another 
commenter objected to our assertion 
that anatomic pathology services 
provided in a physician’s office can 
result in overutilization. The commenter 
expressed its view that 
gastroenterologists do not overutilize 
anatomic pathology, even when 
profiting from it, because a colon biopsy 
is much more invasive than clinical 
laboratory tests such as fingerstick for 
hematocrit or a dipstick urine. 

Response: Billing physicians and 
other suppliers will continue to be able 
to employ a physician specialist on a 
part-time basis. Under Alternative 1, if 
the specialist furnishes ‘‘substantially 
all’’ (at least 75 percent) of his or her 
professional services through the billing 
physician or other supplier, the 
specialist ‘‘shares a practice’’ with the 
billing physician or other supplier. 
Because this rule finalizes both 
proposed approaches, if an arrangement 
does not satisfy the ‘‘substantially all’’ 
test of Alternative 1, the billing of a TC 
or PC may still avoid application of the 
anti-markup payment limitation if it 
meets, as determined on a case-by-case 
basis, the ‘‘site-of-service’’ requirements 

of Alternative 2. Alternatively, part-time 
physicians can bill Medicare directly. 

Comment: Some commenters 
contended that adoption of Alternative 
1 would interfere unfairly with the 
practice of medicine by severely 
limiting physician practices’ right to 
organize themselves as they see fit to 
deliver quality care to their patients. 
These commenters stated that adoption 
of Alternative 1 would prevent a group 
from hiring a part-time pathologist, as is 
common for gastroenterology practices 
that provide pathology services to their 
patients. According to the commenters, 
the elimination of full reimbursement 
(that is, the PFS amount) for pathology 
services provided by part-time 
pathologists would interfere with the 
multidisciplinary approach that the 
commenters have chosen to best serve 
patients. One commenter asserted that, 
despite the fact that the pathologist 
simply may bill the Medicare program 
directly, Alternative 1 interferes with 
the practice of medicine. The 
commenter asserted that our proposal is 
equivalent to saying that a physician 
group cannot hire a part-time 
pathologist as part of its practice. The 
commenter contended that finding a 
pathologist who would travel to its 
offices was not easy, and that informing 
a pathologist that he or she can bill 
Medicare directly from the group’s 
office provides no incentive to the 
pathologist. This commenter predicted 
that the approach outlined in 
Alternative 1 would force pathology to 
revert to the traditional model of 
referring physicians sending specimens 
to a laboratory and receiving pathology 
reports, rather than communicating with 
the pathologist directly. One commenter 
stated its belief that, if we permit a 
pathologist to bill for professional 
services directly, there is no reason for 
the pathologist to travel to different 
physician’s offices if he or she can 
collect the same amount for professional 
fees while working in his or her own 
office. This commenter also suggested 
that our proposal would discriminate 
against small groups that cannot afford 
to employ a full-time pathologist. The 
commenter asserted that full-time 
pathologists based in small 
communities do not have the resources 
to bill and collect on their own and 
working for one group on a part-time 
basis is not sufficient. 

One commenter stated that it would 
support Alternative 1 if it was extended 
to allow a physician to be employed by 
or under contract with up to three 
physicians or physician organizations. 
Commenters recommended that the 
‘‘one practice’’ requirement be 
eliminated so as not to harm small and 
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mid-sized practices that cannot afford to 
employ a full-time pathologist. Two 
commenters stated that a physician 
should be allowed to maintain ‘‘two or 
three’’ independent contractor or 
employee relationships with physician 
organizations and be viewed as sharing 
a practice with each. In the commenters’ 
view, this less restrictive approach 
would account for different practice 
situations while still providing 
considerable protection against 
Medicare program abuse. Another 
commenter requested that, in drafting 
any final rule, we permit physicians to 
provide services in rural health or 
medically underserved areas without 
the secondary arrangement precluding 
the physician from sharing a practice 
with his or her physician organization. 

Response: We have modified 
Alternative 1 so that a physician group 
will be allowed to hire a part-time 
physician who will ‘‘share a practice’’ 
with that group, provided that the part- 
time physician furnishes ‘‘substantially 
all’’ (at least 75 percent) of his or her 
professional services through the group. 
Again, in order to avoid application of 
the anti-markup payment limitation 
under this final rule, billing physicians 
and other suppliers have the option of 
satisfying either the requirements of 
Alternative 1 (the ‘‘substantially all’’ 
professional services approach), or the 
requirements of Alternative 2 (the ‘‘site- 
of-service’’ approach). 

Comment: One commenter suggested 
that Alternative 1 may be simpler and 
more effective if we clarify that the anti- 
markup provisions apply only when the 
billing physician or physician 
organization generated the referral for 
the pathology services. The commenter 
noted that, in States that prohibit the 
corporate practice of medicine, 
independent clinical laboratories 
contract with pathology groups to 
perform pathology services. Because 
such pathologists have employment or 
contractual relationships with both a 
pathology group and an independent 
lab, the anti-markup provisions could be 
triggered under Alternative 1 as 
proposed. The commenter cited the CY 
2008 PFS final rule with comment 
period, where we stated that 
independent laboratories and 
pathologists do not trigger the initial 
order for pathology services. Thus, the 
commenter suggested that we clarify 
that, under the CY 2009 PFS proposals, 
anti-markup provisions still would only 
apply if the physician billing for the 
services was also the physician or 
supplier who provided the initial order 
for the service. Several commenters 
were concerned that we did not mention 
this in our commentary on the proposal. 

Response: As finalized in the CY 2008 
PFS final rule, and as retained in this 
final rule with comment period, the 
anti-markup provisions for the TC or PC 
of a diagnostic test apply only when the 
billing physician or other supplier has 
ordered the TC. For example, if a 
laboratory contracts with a pathologist 
instead of employing the pathologist to 
perform the PC of a diagnostic test 
(because the laboratory is located in a 
State that has a prohibition on the 
corporate practice of medicine), the 
anti-markup payment limitation would 
not apply to the lab if the lab chooses 
to bill for the pathologist’s 
interpretation, if the lab (or a party 
related to the lab by common ownership 
or control) did not order the test. For 
example, Physician Group A orders the 
TC and PC of a diagnostic test. 
Laboratory B performs TC and contracts 
with Physician C to perform the PC, and 
Laboratory B bills for the TC and the PC. 
In this example, the anti-markup 
provisions would not apply to the TC or 
the PC billed by Laboratory B. However, 
if the interpreting pathologist decides to 
order additional tests that are then 
performed and/or interpreted by another 
pathologist, the anti-markup payment 
limitation potentially would apply if the 
ordering pathologist wishes to bill for 
the additional interpretations performed 
by the different pathologist. Whether the 
anti-markup payment limitation in fact 
would apply would depend on whether 
the arrangement between the ordering/ 
billing pathologist and the pathologist 
performing or supervising the TC/ 
performing the PC satisfies the 
requirements of Alternative 1 (and, if 
not, whether it satisfies, on a case-by- 
case basis, the requirements of 
Alternative 2). 

Comment: Some commenters offered 
support for Alternative 1. The 
commenters believed that this 
alternative has greater potential to limit 
self-referral arrangements by requiring 
that a physician practice should not be 
able to mark up anatomic pathology 
tests unless the physician who performs 
and supervises the pathology services is 
dedicated solely to that physician 
practice. Another commenter strongly 
urged us to focus on this alternative to 
apply the anti-markup provision to all 
TCs and PCs of diagnostic tests that are 
ordered by the billing physician or other 
supplier unless the physician who 
performs and supervises the pathology 
services is dedicated solely to that 
physician practice or physician 
organization. According to the 
commenter, this would protect 
legitimate multi-specialty group 

practices that employ their pathologists 
on a full-time basis. 

One commenter expressed support for 
not allowing a pathologist to work for 
more than one group (pathology or 
subspecialty) in order to maintain the 
quality and integrity of anatomic 
pathology. Other remedies proposed by 
this commenter included disallowing 
any profit made from anatomic 
pathology by the physician taking the 
biopsy, or allowing ‘‘upcharging’’ only 
on tests that can be reported that same 
day. 

Response: We believe that it is not 
necessary to go so far as requiring a 
physician not to work for more than one 
physician organization, because 
requiring a physician to furnish 
‘‘substantially all’’ (at least 75 percent) 
of his or her professional services 
through a billing physician or other 
supplier addresses our concerns 
regarding overutilization and abusive 
billing and also allows physicians the 
flexibility to work for other physician 
groups or health care entities or to work 
as a locum tenens physician. 

Comment: A commenter requested 
that, if Alternative 1 is finalized, we 
clarify that a physician employee would 
be considered to be sharing a practice 
with a physician or a physician group 
whether the physician is hired directly 
or is a leased employee, whereas other 
commenters stated that employment 
and contractual arrangements might not 
be enough for determining whether a 
physician ‘‘shares a practice’’ as this 
could be circumvented via shareholder, 
ownership, or joint partnership 
arrangements. 

A commenter asked that we consider 
including physicians who are employed 
by affiliated (common ownership) 
organizations. This would allow 
affiliated organizations to share 
physician resources and expertise when 
interpreting tests via teleradiology. The 
commenter also noted a concern that 
employers may not have knowledge of 
all independent physician and supplier 
contracts and may not have sufficient 
mechanisms to ensure sole employment. 
This commenter requested clarification 
on how to manage independent 
physician and supplier contracts to 
ensure that physicians are employed by 
only one organization. 

Response: As finalized, any physician 
(that is, regardless of employment status 
or whether he or she is an owner of the 
billing entity) who performs 
‘‘substantially all’’ (at least 75 percent) 
of his or her professional services for a 
billing physician or other supplier will 
be deemed to share a practice with that 
billing physician or other supplier. 
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d. Alternative 2 (‘‘Site-of-Service’’) 

Comment: One commenter opposed 
our reproposal of the existing ‘‘site-of- 
service’’ approach for determining 
whether the physician performing or 
supervising the TC or PC of a diagnostic 
test shares a practice with the billing 
physician or other supplier, asserting 
that it will do little to stifle the growth 
of self-referral in lab arrangements. 
According to the commenter, this 
alternative focuses only on where the 
test is performed and not by whom, and, 
thus, specialty practices could profit 
from their referrals simply by bringing 
‘‘pod labs’’ in-house to the location 
where the group provides physician 
services. The commenter advocated for 
the rule to require clearly a greater 
connection and integration between the 
performing physician and the practice 
before the practice can profit from lab 
tests ordered by physicians in the group. 

Response: We recognize the potential 
for arrangements that may be 
troublesome to be restructured so that 
the diagnostic testing is performed in 
the same building as where the testing 
is ordered; however, we are also 
concerned that adopting Alternative 1 
without leaving in place the site-of- 
service approach of § 414.50 (which we 
reproposed as Alternative 2) may 
unnecessarily disrupt some 
arrangements that do not appear 
problematic to us. We will continue to 
monitor arrangements and may propose 
further changes if necessary. Also, we 
continue to examine industry use of the 
in-office ancillary services exception of 
the physician self-referral rules, and 
may propose changes to that exception 
in a future rulemaking. 

Comment: Some commenters did not 
believe that site-of-service distinctions 
are relevant to determining the 
appropriate scope of section 1842(n) of 
the Act. According to the commenters, 
it should not matter if physicians are in 
a bona fide group practice that has one 
building or ten, and, if ten, the 
particular geographic configuration of 
the ten buildings should not matter. The 
commenters questioned the legal or 
policy justification for applying 
different site-of-service rules for 
purposes of the anti-markup provision 
than those that are employed in the 
physician self-referral regulations. Of 
particular concern for these commenters 
are distinctions that treat groups 
differently from solo practitioners and 
that discriminate between different 
types of groups. The commenter gave 
the example of a solo practitioner with 
five offices with an x-ray machine in 
each: provided that he or she regularly 
practiced in each office, he could order 

diagnostic tests at all five locations, or 
from any one of them, and the tests 
would be treated as ‘‘furnished’’ inside 
the practice rather than ‘‘purchased.’’ 
According to the commenter, a group 
practice, on the other hand, that has 
primary care physicians in one building 
and specialists in another either has to 
have x-ray machines in both buildings, 
to be used only by the physicians in 
each building, or do diagnostic testing 
in only one building and treat the group 
practice members in the other building 
as ‘‘purchasing’’ the tests. The 
commenter also described its 
understanding of the proposed rule, 
stating that, when diagnostic tests are 
provided in a centralized building by a 
non-profit multi-specialty group, they 
would be considered ‘‘furnished,’’ but 
the same tests provided by a physician- 
owned group that is otherwise 
comparable in size and scope would be 
considered ‘‘purchased.’’ The 
commenter questioned the relevance of 
these distinctions related to quality, 
convenience, efficiency, utilization, or 
potential abuse. 

Response: Because the definition of 
‘‘centralized building’’ at § 411.351 
contains no requirements for minimum 
size, proximity to the billing group’s 
office, or staffing, and because our 
current policy under the physician self- 
referral rules is to allow billing groups 
to have more than one centralized 
building, we are concerned that the 
potential exists for overutilization of 
diagnostic testing through arrangements 
involving a billing group and physicians 
who have little or no real connection to 
the billing group other than to serve as 
a point of referral to generate profits for 
the billing group. We believe that a site- 
of-service approach, employing the 
‘‘same building’’ test, is a reasonable 
means of determining whether a 
physician shares a practice and has a 
sufficient nexus with the billing 
physician or other supplier. 

We reiterate that, in addition to 
section 1842(n) of the Act (and our 
general rulemaking authority in sections 
1102(a) and section 1871(a) of the Act 
to ‘‘gapfill’’ in order to effectuate fully 
the Congress’s intent in section 1842(n) 
of the Act to impose an anti-markup 
provision on certain diagnostic tests), 
we have authority under section 
1842(b)(6) of the Act to prescribe 
limitations on the reassignment of tests 
and test interpretations. However, in 
this final rule with comment period, we 
have adopted an ‘‘either/or’’ approach to 
the two proposed alternatives. That is, 
a billing physician or other supplier can 
avoid application of the anti-markup 
provisions by meeting either the 
‘‘substantially all’’ professional services 

approach of Alternative 1 or, on a case- 
by-case basis, the ‘‘site-of-service’’ 
approach of Alternative 2, which are set 
forth in revised § 414.50(a)(2)(ii) and 
(iii). We believe that compliance with 
either one of the two approaches 
finalized in this rule will further our 
goal of reducing the potential for 
overutilization and other program or 
patient abuse while providing sufficient 
flexibility for the industry. 

Comment: One commenter contended 
that a ‘‘one building’’ ‘‘site-of-service’’ 
standard is not a realistic means of 
ensuring proper billing arrangements, as 
large single specialty practices often 
span beyond one building. Another 
commenter remarked that the site-of- 
service alternative should not be 
finalized because it would be 
problematic for groups where specimens 
are collected at multiple sites but 
pathology diagnostic testing services are 
done at a separate location owned or 
leased by the group (the ‘‘hub-and- 
spoke’’ arrangement). Some 
cardiologists also expressed concern 
that interpretations of EKGs and other 
diagnostic testing services may be 
limited by the proposed site-of-service 
approach. One commenter provided the 
example of a group that has three offices 
but only one with a CT scanner. The 
commenter noted that under the site-of- 
service approach, the anti-markup 
provision would apply to tests ordered 
and supervised by physicians employed 
by the group unless the physicians 
worked in the same office where the CT 
scanner was located. 

Response: We believe that allowing 
billing physicians and other suppliers to 
comply with either the ‘‘substantially 
all’’ professional services approach of 
Alternative 1 or the ‘‘site-of-service’’ 
approach of Alternative 2 will address 
our concerns while providing sufficient 
flexibility for the industry. In the 
situations described by the commenters, 
if the performing physician furnished 
substantially all of his or her 
professional services through the billing 
group, the anti-markup payment 
limitation would not apply. 

Comment: A commenter stated that 
the Alternative 2 site-of-service 
approach is useful in deterring program 
abuse at locations other than the office 
of the billing physician, and may benefit 
from being merged with Alternative 1. 
However, the commenter asserted that 
we must address the issue of the level 
of supervision that is required for the 
TC of a pathology service. According to 
the commenter, it is unclear what level 
of supervision of the TC must be 
furnished and where it must be 
furnished, as CLIA does not govern the 
TC of a pathology service. The 
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commenter suggested that we require 
that the TC be supervised by a physician 
who meets, at a minimum, the general 
supervisor requirements under CLIA, 
including the requirements for the 
subspecialties of histopathology or 
dermatopathology, as necessary. 

Another commenter expressed 
concerns about supervision 
requirements, noting that ‘‘the physician 
who supervised the TC’’ is not defined 
in the proposed rule or CLIA. The 
commenter suggested that the 
supervising physician should meet the 
requirements for a laboratory director 
under CLIA or use IDTF requirements. 
The commenter noted that, in a separate 
proposal in the CY 2009 PFS proposed 
rule (73 FR 38533 through 38535), we 
proposed to require physicians 
performing testing in their offices to 
enroll as IDTFs and meet the IDTF 
requirements. Among the applicable 
requirements of that proposal are that 
the supervising physicians have 
proficiency in the testing service being 
supervised and meet the specific 
requirements established by medical 
specialty groups or carriers. 

Response: With respect to our 
proposal to revise the anti-markup 
provisions in § 414.50, we did not 
propose to impose special standards or 
qualifications on the physician 
supervising the TC, and decline to do so 
here. Section 410.32 establishes the 
level of supervision (general, direct, or 
personal) for diagnostic tests potentially 
subject to the anti-markup provisions 
(that is, services covered under section 
1861(s)(3) of the Act and paid under 
part 414 of this chapter (other than 
clinical diagnostic laboratory tests paid 
under section 1833(a)(2)(D) of the Act, 
which are subject to the special billing 
rules set forth in section 1833(h)(5)(A) 
of the Act)). 

Comment: A commenter requested 
that if we adopt the Alternative 2 
approach, we clarify that block leases 
meeting the in-office ancillary services 
exception ‘‘same building’’ test would 
not trigger the anti-markup provision. 
Another commenter stated that it 
favored the Alternative 2 ‘‘site-of- 
service’’ approach and that the anti- 
markup provisions should apply to any 
shared facility in the ‘‘same building.’’ 

Response: We are adopting, in part, 
the position favored by the first 
commenter. Specifically, we are 
finalizing the Alternative 2 approach, 
which employs the definition of ‘‘same 
building’’ as defined at § 411.351 (as we 
proposed). However, we are not 
incorporating each element of the same 
building ‘‘location’’ test from the in- 
office ancillary services exception as set 
forth in § 411.355(b)(2). A TC that is 

performed (that is, both conducted by 
the technician and supervised by the 
physician) in the ‘‘office of the billing 
physician or other supplier’’ will not be 
subject to the anti-markup payment 
limitation. Likewise, a PC that is 
performed in the ‘‘office of the billing 
physician or other supplier’’ will not be 
subject to the anti-markup payment 
limitation. Diagnostic testing services 
are performed or interpreted in the 
‘‘office of the billing physician or other 
supplier’’ if they are performed or 
interpreted in the ‘‘same building’’ (as 
defined in § 411.351) as the space in 
which the ordering physician or other 
ordering supplier regularly furnishes 
patient care. In the CY 2008 PFS, we 
stated that various stakeholders 
informed us that a physician 
organization, such as a multi-specialty 
group, may not provide substantially its 
full range of services for a certain 
specialty at any one location, but rather 
may provide substantially the full range 
of services for a certain specialty in one 
location, substantially the full range of 
services for a second specialty in a 
second location, and so forth. In order 
to address this situation, we proposed to 
focus on the medical office space where 
the ordering physician provides 
substantially the full range of patient 
care services that the ordering physician 
provides generally. 

We are not adopting the approach 
suggested by the second commenter. 
The fact that diagnostic testing services 
are performed or interpreted in a space 
that is leased by two or more groups 
(but which is located in the same 
building as the space in which the 
billing physician or other supplier 
regularly furnishes patient care) does 
not cause the testing to be subject to the 
anti-markup provisions. Example: 
Physician A has an office located on the 
first floor of Medical Office Building. In 
his office, Physician A performs the full 
range of services that he provides 
generally (and thus the space meets the 
criteria for the ‘‘office of the billing 
physician or other supplier’’ under 
§ 414.50(a)(2)(iii). Physician A orders a 
diagnostic test, which is conducted by 
a technician and supervised by 
Physician B in a diagnostic testing 
facility located in the basement of 
Medical Office Building. Physician B 
also performs the PC of the test in the 
diagnostic testing facility. Physician B 
reassigns her right to bill for the TC and 
the PC of the test to Physician A. The 
diagnostic testing facility is shared, 
under block-time exclusive use leases, 
by Physicians A, C and D. Neither the 
TC, nor the PC, is subject to the anti- 
markup payment limitation, because the 

TC and the PC were performed in the 
‘‘office of the billing physician or other 
supplier.’’ We are permitting shared 
space arrangements for diagnostic 
testing services that occur in the ‘‘same 
building’’ because we believe that such 
arrangements can promote efficiency 
without raising the same concerns for 
overutilization or other abuse as 
arrangements that involve centralized 
buildings for diagnostic testing. We 
reiterate however, that we continue to 
have concerns with the present use of 
the in-office ancillary services exception 
and that we may issue a proposed 
rulemaking at a future date to address 
those concerns. 

Comment: One commenter supported 
the Alternative 2 ‘‘site-of-service’’ 
approach as a reasonable approach to 
curbing potential overutilization. One 
commenter characterized the ‘‘site-of- 
service’’ approach as more fair than the 
Alternative 1 approach, even though, 
according to the commenter, Alternative 
1 may control perceived overutilization 
while respecting the rights of 
pathologists and clinicians to practice 
medicine in the best manner possible. 
Another commenter generally was 
supportive of both alternatives but 
favored the Alternative 2 ‘‘site-of- 
service’’ approach because, in the 
commenter’s view, it would better 
protect against physicians who wish to 
profit from their own referrals by 
preventing a multi-specialty physician 
organization with several practice 
locations from benefiting from its 
referrals to one central anatomic 
pathology laboratory. The commenter 
acknowledged that these ‘‘hub-and- 
spoke’’ arrangements may offer the 
advantage of patient convenience where 
diagnostic testing occurs following an 
office visit with the patient present (for 
example, an x-ray), but, in the context 
of anatomic pathology services, these 
arrangements do not benefit the patient 
and may result in overutilization and 
the provision of lower quality, less 
specialized services. 

Response: We received support for 
both alternatives regarding when to 
apply the anti-markup provision to the 
TC and PC of diagnostic tests. After 
reviewing all the comments, we have 
decided to finalize, with some 
modification, both approaches. (As 
explained elsewhere in this preamble, 
we have modified the Alternative 1 
approach so that the performing 
physician shares a practice with the 
billing physician or other supplier if the 
performing physician furnished 
‘‘substantially all’’ (that is, at least 75 
percent) of his or her professional 
services through the billing physician or 
other supplier, and we have modified 
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the Alternative 2 approach by clarifying 
that the performing physician must be 
an employee or independent contractor 
of the billing physician or other supplier 
(which has enabled us to delete the 
references to purchased tests from an 
outside supplier.) Thus, billing 
physicians and other suppliers may 
satisfy the Alternative 1 ‘‘substantially 
all’’ professional services approach or, 
on a case-by-case basis, the Alternative 
2 ‘‘site-of-service’’ approach in order to 
avoid application of the anti-markup 
payment limitation. We believe that 
complying with either approach will 
address our concerns regarding 
potential overutilization and other 
abuse by establishing a sufficient nexus 
with the billing entity. 

e. Exception for Physician Organizations 
That Do Not Have Any Owners Who 
Have the Right To Receive Profit 
Distributions 

Comment: We proposed an exception 
to the requirement that diagnostic 
testing be performed in the ‘‘office of the 
billing physician or other supplier’’ in 
order to avoid application of the anti- 
markup payment limitation. We 
proposed that (except for the purchase 
of a TC from an outside supplier) the 
anti-markup provisions would not apply 
to diagnostic tests ordered by a 
physician in a physician organization 
that does not have any owners who have 
the right to receive profit distributions. 
Some commenters supported adopting 
the proposed exception. One commenter 
requested clarification regarding 
whether the exception would apply 
only where the physician organization 
does not have any owners who have the 
right to receive profit distributions, or 
whether it would apply provided that 
the physician organization does not 
have any physician owners who have 
the right to receive profit distributions. 
In the commenter’s view, if a physician 
organization without physician owners 
is a non-profit entity with a member that 
is another non-physician non-profit 
entity with typical membership rights, 
the proposed exception still would 
apply to avoid application of the anti- 
markup provisions. Another commenter 
stated that an exception for diagnostic 
tests ordered by a physician in a 
physician organization that does not 
have any physician owners with a right 
to receive profit distributions is a bright- 
line approach and consistent with 
program safeguards. Another 
commenter also asked that physician 
practices with ‘‘titular’’ owners not be 
subject to the final rule and that the 
definition be consistent with the 
definition of ‘‘titular’’ ownership in the 

FY 2009 IPPS Final Rule (73 FR 48434, 
48693). 

One commenter questioned whether 
there is evidence suggesting tax-paying 
medical groups behave, or are likely to 
behave, in a manner substantially 
different than tax exempt medical 
groups. The commenter also stated that 
it was unaware of any instances where 
the Medicare program differentiates 
policies based solely on institutional 
mode of ownership, incorporation, or 
tax status, and questioned if we have 
statutory authority to create such an 
exception based on type of ownership. 

Response: We have determined that it 
is not necessary to finalize an exception 
for diagnostic tests ordered by a 
physician in a physician organization 
that does not have any owners who have 
the right to receive profit distributions. 
By finalizing both proposed alternative 
approaches to avoiding application of 
the anti-markup payment limitation we 
believe that our concern that the 
Alternative 2 approach could hinder 
arrangements involving nonprofit multi- 
specialty groups that have campus- 
based treatment facilities (and, thus, do 
not perform diagnostic testing in the 
same building where patients are seen) 
largely becomes moot, as most such 
arrangements should be able to be 
structured (or are already structured) to 
meet the requirements of either the 
Alternative 1 or Alternative 2 approach 
finalized here. Similarly, there is no 
need to create an exception for titular 
owners. 

f. Definition of the ‘‘Office of the Billing 
Physician or Other Supplier’’ 

Comment: One commenter, generally 
supportive of our proposed clarification 
of the definition of ‘‘office of the billing 
physician or other supplier’’, questioned 
its application in Example 2 from the 
proposed rule (73 FR 38547) which 
would allow two separate physician 
organizations to share space used for 
diagnostic testing that is located in the 
same building in which the physician 
organizations have their respective 
offices. The commenter asserted that 
allowing two or more providers to share 
a laboratory undermines the anti- 
markup payment limitation, essentially 
enabling ‘‘pod labs’’ to regain their 
ability to facilitate markups by the 
referring physician or physician 
organization. The same commenter also 
requested clarification regarding 
Example 3 in the proposed rule (73 FR 
38547), in which a ‘‘group practice 
treats patients in Buildings A, B, and C. 
In each of its offices in Buildings A and 
B, the group practice provides 
substantially the full range of patient 
care services that it provides generally, 

but that is not true for space located in 
Building C. The group practice provides 
diagnostic testing services in Buildings 
B and C.’’ We noted in this example 
that, under the proposed definition of 
the ‘‘office of the billing physician or 
other supplier,’’ the anti-markup 
payment limitation would not apply to 
diagnostic testing services provided in 
Building B, but would apply to those 
services provided in Building C. The 
commenter stated that it agreed with our 
conclusion, if the ordering physician or 
supplier’s services were provided in 
Building B. According to the 
commenter, if the ordering physician 
provided his or her services in Building 
A, the anti-markup provisions should 
apply. 

Response: We do not agree with the 
commenter’s assertion that our revisions 
to § 414.50(a)(2)(iv) undermine the anti- 
markup provisions and enable ‘‘pod 
labs’’ to regain their ability to facilitate 
markups. In particular, we refer the 
reader to the definition of the ‘‘office of 
the building physician or supplier’’ at 
§ 414.50(a)(2)(iv), which includes space 
in which diagnostic testing services are 
performed, that is in the ‘‘same 
building,’’ (as defined at § 411.351), in 
which the ordering physician or 
ordering supplier regularly furnishes 
patient care (and more specifically, for 
physician organizations, in the same 
building in which the ordering 
physician provides substantially the full 
range of patient care services that the 
ordering physician provides generally). 
Many of the potentially abusive pod lab 
arrangements that led to our extension 
of the anti-markup provisions to the PC 
of diagnostic testing services involved 
independent contractor pathologists 
who performed services in off-site 
pathology labs. Those arrangements did 
not have the type of nexus with the 
group practice required under 
§ 414.50(a)(2) (that is, the pod labs were 
not within the same building in which 
the ordering physician provided 
substantially the full range of patient 
care services). 

We do agree with the commenter’s 
analysis of Example 3 given in the 
proposed rule. 

Comment: One commenter requested 
that, if adopted, the proposal for 
Alternative 2 should include detailed 
examples that provide clear definitions 
for several key terms, including ‘‘office 
of the billing physician or other 
supplier,’’ ‘‘conducting and supervising 
the TC,’’ and ‘‘full range of services.’’ 
The commenter believes that, without 
these definitions, our intent will be 
misconstrued and subject to potential 
abuse. 
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Response: We do not provide a 
definition for ‘‘conducting and 
supervising the TC’’ in the regulation 
text, as we believe that the meaning of 
‘‘conducting’’ is clear on its face; that is, 
the term ‘‘conducting the TC’’ refers to 
the technician’s (or physician’s) 
performance of the test. Nor do we 
believe that it is necessary to define the 
term ‘‘supervising.’’ For a service to be 
covered by Medicare, the regulations at 
§ 410.32 define and specify various 
levels of supervision (that is general, 
direct, or personal supervision). The 
anti-markup provisions, when applied, 
limit the amount a physician or other 
supplier may bill Medicare. In the 
context of the applicability of the anti- 
markup provisions, we are requiring 
that the physician supervising the TC be 
present in the same building (as defined 
at § 411.351); however, this has no 
impact on other Medicare billing 
requirements, which may require a 
specific level of supervision as 
described above. We decline to define 
the term ‘‘full range of services,’’ 
because this would vary greatly based 
on factors such as the specialty of the 
ordering physician, the types of services 
within the physician’s specialty, and the 
focus of services at the specified 
practice. 

Comment: According to one 
commenter, the ‘‘office of the billing 
physician or other supplier’’ for multi- 
specialty groups should include medical 
office space in which the physician 
group provides substantially the full 
range of services of one or more of the 
specialties of the group. The commenter 
contended that this requirement would 
ensure an adequate nexus between the 
physician practice and the testing being 
conducted in the building. The 
commenter asserted that limiting the 
location to a building in which the 
ordering physician provides 
substantially the full range of services 
that the ordering physician typically 
provides imposes unnecessary 
restrictions that are overly burdensome 
when compared to the purpose of the 
proposed rule. Another commenter, in 
similar comments, urged us to consider 
replacing ‘‘ordering physician’’ with the 
words ‘‘ordering physician or a member 
of the ordering physician’s group 
practice.’’ According to the commenter, 
this revision would permit any 
physician member of a group practice to 
utilize the group’s centralized 
designated health service (‘‘DHS’’) 
facility (and bill under the normal 
physician fee schedule), provided that 
the facility is located in the same 
building where the group practice 
provides patient care services on a full- 

time basis. To avoid the potential 
problem presented by a group practice 
with multiple offices, none of which 
provide the full range of patient care 
services provided by the group as a 
whole, the group proposed that we 
eliminate the requirement that the group 
practice provide in the same building 
‘‘substantially the full range of patient 
care services that [it] provides 
generally.’’ The commenter suggested 
replacing this requirement with a 
requirement that the group practice 
provide in the same building ‘‘physician 
services unrelated to the provision of 
DHS on a full time basis.’’ According to 
the commenter, this revision would be 
consistent with the physician self- 
referral law and regulations, would 
permit all physician members of a group 
practice to utilize the group’s 
centralized DHS facility (provided that 
the facility is located in the same 
building where the group provides other 
physician services), and would permit 
the group to bill for all DHS provided 
in such a facility under the Medicare 
physician fee schedule. 

Response: We believe that the changes 
recommended by the commenters 
would not guard adequately against 
potential overutilization. In addition, 
we believe that sufficient flexibility is 
afforded multi-specialty groups and 
others by allowing arrangements to 
satisfy the requirements of either the 
Alternative 1 or the Alternative 2 
approach, as revised. 

Comment: One commenter expressed 
concern that the provision is more 
complicated than necessary and, rather 
than a definition of ‘‘office of the billing 
physician or other supplier,’’ a 
definition of an ‘‘outside entity’’ is 
needed to determine which services 
would be affected by the anti-markup 
provisions. The commenter suggested 
‘‘outside entity’’ should be defined as an 
entity with a different identification 
number (for example, tax identification 
number) than the billing entity. The 
commenter asserted that our attempt to 
define ‘‘office of the billing physician or 
other supplier’’ results in ‘‘nonsensical 
situations’’ in which the anti-markup 
provisions do not apply if the diagnostic 
test is done on a different floor of the 
same building but do apply if it is done 
in a different building, even if the two 
buildings are closer together than the 
two floors. 

Several commenters argued that the 
‘‘same building’’ test is unworkable and 
contrary to longstanding CMS policy 
concerning testing performed in a 
‘‘centralized building.’’ According to the 
commenters, the ‘‘same building’’ 
proposal assumes an old-fashioned 
health care delivery system—that is, 

that all physician services are still 
delivered in a single practice location. 
According to these commenters, given 
market demands for services in multiple 
urban, suburban and rural locations, the 
idea that diagnostic testing services 
should be provided only in a building 
where ‘‘substantially the full range’’ of 
other physician services also are 
provided is anachronistic. The 
commenters opposed the 
implementation of the ‘‘same building’’ 
test as it relates to the proposed anti- 
mark-up provisions due to the alleged 
economic losses and decreased 
operating efficiencies that will result. 
The commenters contended that the fact 
that the diagnostic equipment is located 
in a separate building does not support 
an inference that the diagnostic services 
are not an integral part of the practice, 
as our proposal assumes. 

Response: Under this final rule, the 
anti-markup provisions will not apply 
to the TC or PC of a diagnostic test 
where the performing physician shares 
a practice with the billing physician or 
other supplier. With respect to a TC or 
PC of a diagnostic testing service, the 
performing physician is considered to 
share a practice with the billing 
physician or other supplier if: (1) He or 
she furnishes substantially all (at least 
75 percent) of his or her professional 
services through the billing physician or 
other supplier; or (2) the TC is 
conducted and supervised, or the PC is 
performed, in the office of the billing 
physician or other supplier. We believe 
that, in the situation where an 
arrangement would otherwise be subject 
to the anti-markup payment limitation 
because the performing physician does 
not furnish at least 75 percent of his or 
her professional services through the 
billing physician or other supplier, 
services that satisfy the site-of-service 
approach indicate a sufficient nexus 
between the performing physician and 
the billing physician or other supplier. 
We proposed clarifying that the ‘‘office 
of the billing physician or other 
supplier’’ protects diagnostic testing 
that takes place in the ‘‘same building’’ 
(as defined at § 411.351) in which the 
ordering physician sees patients 
because, following publication of the CY 
2008 PFS final rule with comment 
period, stakeholders expressed concern 
that arrangements in which the 
diagnostic testing takes place on one 
floor of a building, but the billing 
physician or other supplier sees patients 
on another floor, could be subject to the 
anti-markup provisions. We agree with 
those stakeholders that it would be 
unnecessarily disruptive to impose the 
anti-markup payment limitation on 
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those types of arrangements, but we do 
not believe that it is appropriate to go 
further and define ‘‘office of the billing 
physician or other supplier’’ as 
including diagnostic testing space that 
is in a separate building from where the 
ordering physician sees patients. 
Specifically, we are unwilling to define 
‘‘office of the billing physician or other 
supplier’’ as including diagnostic testing 
space in a ‘‘centralized building’’ due to 
the potential overbreadth of that 
definition with respect to some 
arrangements. We also reject a square 
footage test in lieu of using the ‘‘same 
building’’ definition because the former 
may be more difficult to enforce and the 
latter is an already-existing, well- 
defined concept. 

Comment: Several commenters 
responded to our solicitation for 
comments that would describe current 
business arrangements, such as those 
that take place on a ‘‘campus,’’ and that 
would suggest any additional or 
alternative criteria to permit such 
arrangements to avoid application of the 
anti-markup provisions. We received a 
few comments suggesting that we 
exempt arrangements taking place on a 
campus, and suggesting criteria for how 
we would define ‘‘campus.’’ For 
example, one commenter suggested that, 
to be considered ‘‘on campus,’’ the 
diagnostic center/building/entity must 
be located within the main building(s), 
or located in the physical area 
immediately proximate to the provider’s 
main building(s). Alternatively, the 
commenter suggested, the diagnostic 
testing could be performed in other 
areas or buildings that are not proximate 
to the main building(s) but which are 
fully integrated (that is, financially 
integrated and administered in concert 
with overall operations standards, 
guidelines, rules and directives), with 
governance and operations functions 
determined by central administrative 
processes and structures. Another 
commenter encouraged us to consider 
the ‘‘office of the billing physician or 
other supplier’’ to encompass all 
buildings on a campus or within a 
multi-campus organization and the area 
of the entire legally-owned organization, 
regardless of where the service is 
performed. Another commenter noted 
that physician practices currently are 
required to list each practice location 
with the Part B carrier, and asserted 
that, because of this, there is adequate 
information for CMS (through the 
carrier) to monitor the campus 
arrangement to assure that the 
geographic layout of the physician 
practice is a bona fide campus. 

Response: We believe that, at this 
time, providing a definition of 

‘‘campus’’ that would be both workable 
for the industry yet address our 
concerns of potential overutilization 
would be difficult and may add 
unnecessary complexity to the final 
rule. We believe that the commenters’ 
concerns will be alleviated by allowing 
arrangements to satisfy the requirements 
of either the Alternative 1 or the 
Alternative 2 approach, as revised. 

Comment: A commenter questioned 
whether we intended ‘‘ordering 
physician’’ to mean an individual 
physician or any physician in the group. 
According to the commenter, in many 
specialty groups, a particular ordering 
physician will work at only one 
location, but the diagnostic services are 
provided at another location, where 
other physicians in the same group and 
in the same specialty provide 
substantial physician services. The 
commenter asserted that, if we mean 
that, in order to avoid application of the 
anti-markup payment limitation, a 
specific individual physician must 
provide the substantial physician 
services in that particular location 
where the diagnostic services are 
provided, the proposal would render 
unprofitable many existing lawful 
arrangements for single-specialty 
practices with multiple locations. The 
commenter further asserted that our 
proposal would require physicians in 
multi-practice locations to rearrange 
schedules so as to rotate through 
practice locations where the diagnostic 
testing services are provided. 

One commenter contended that the 
focus on where the ordering physician 
regularly furnishes care will affect all 
physician groups where all the 
physicians are not located in the same 
building and diagnostic testing services 
are only offered in a few of the group’s 
locations. According to the commenter, 
the physician self-referral law requires a 
group practice with multiple locations 
to function as one group, and group 
practices have structured their 
arrangements to meet existing 
governmental requirements and to serve 
patients. The commenter asserted that 
changing these requirements may make 
it impossible for some groups to 
continue to provide these services to 
Medicare beneficiaries. 

Response: We believe that the 
commenters’ concerns that physician 
practices with multiple locations will 
not be able to meet the ‘‘site-of-service’’ 
approach are adequately addressed by 
allowing billing physicians and other 
suppliers to comply with either the 
requirements of Alternative 1 or 
Alternative 2. 

Comment: A commenter requested 
that the definition of ‘‘office of billing 

physician or other supplier’’ be 
modified to include a mobile van that is 
used in the parking lot of a building in 
which the physician group sees 
patients. Otherwise, the commenter 
argued, the use of mobile MRI 
essentially will be barred. According to 
the commenter, physician groups that 
use mobile MRI on an exclusive basis 
because of the nature of their practices 
are not committing any abuse that we 
should address in the anti-markup 
provisions. Another commenter noted 
that alternative 2, as proposed, would 
not allow groups to operate mobile 
diagnostic testing services performed in 
mobile vehicles, vans or trailers because 
they are specifically excluded from the 
definition of ‘‘same building’’ at 
§ 411.351. 

Response: We are not modifying the 
definition of the ‘‘office of the billing 
physician or other supplier’’ to include 
a mobile van that is used in the parking 
lot of a building in which the physician 
group sees patients. ‘‘Same building,’’ as 
defined at § 411.351 of the physician 
self-referral regulations, specifically 
excludes a mobile vehicle, van, or 
trailer. Therefore, unless provided in a 
mobile unit that qualifies as a 
‘‘centralized building’’ (as defined at 
§ 411.351), diagnostic services provided 
in the parking lot of a building in which 
a physician group sees patients already 
would be subject to the physician self- 
referral restrictions and would not be 
protected under the in-office ancillary 
services exception. In the January 4, 
2001 Phase I final rule with comment 
period, we discussed our specific 
reasons for declining to include within 
the definition of ‘‘same building’’ a 
mobile van or other unit (66 FR 889 
through 892). We are concerned with 
the potential for confusion if we were to 
have one definition of ‘‘same building’’ 
for physician self-referral purposes and 
another, more expansive definition for 
purposes of applying the anti-markup 
payment limitation. Moreover, we 
decline to expand the definition of 
‘‘same building’’ for purposes of 
applying the anti-markup provisions 
given the potential we see for 
overutilization through arrangements 
that take place outside the ‘‘same 
building.’’ Again, arrangements that do 
not satisfy the requirements of the 
Alternative 2 ‘‘site-of-service’’ approach 
may fit under the requirements of the 
Alternative 1 ‘‘substantially all’’ 
professional services approach. 

g. Services Performed at a Site Other 
Than the Office of the Billing Physician 
or Other Supplier 

Comment: A commenter offered 
strong support for the proposed 
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clarification that ‘‘if the TC is conducted 
outside the office of the billing 
physician or other supplier, the anti- 
markup provision applies irrespective of 
whether the supervision takes place in 
the office of the billing physician or 
other supplier.’’ The same commenter 
also supported our proposal that the 
anti-markup payment limitation would 
apply if ‘‘either the conducting of the 
TC or the supervising of the TC takes 
place outside the office of the billing 
physician or other supplier.’’ Another 
commenter supported the proposed 
change that the anti-markup payment 
limitation would apply if the TC is 
either conducted or supervised outside 
the office of the billing physician or 
other supplier in order to eliminate 
confusion among providers when 
determining whether the TC is deemed 
to be provided by an outside supplier 
for purposes of the anti-markup 
provisions. Another commenter 
expressed concern that the TC will be 
considered to be performed outside the 
office of the billing supplier if the 
physician is not in the office when the 
test is being performed. According to 
the commenter, this runs counter to 
long standing Medicare regulation and 
policy regarding the supervision of 
diagnostic tests, as many of these tests 
do not require physician presence 
during the performance of the test. The 
commenter argued that changing this, 
requiring physicians to be present, 
would only inflate healthcare costs. 

A commenter recommended that TCs 
and PCs of non-purchased items 
performed outside the office of the 
billing physician or other supplier not 
be subject to the anti-markup 
provisions, noting that many 
audiologists are self-employed and 
perform testing services for off-site 
physicians. The commenter further 
asserted that audiology services do not 
require physician supervision, and per 
CMS transmittal 84 (issued February 29, 
2008 and effective April 1, 2008), these 
services are to be billed by the provider 
of the service and benefits reassigned to 
the employer. The commenter 
contended that there has been no 
evidence of abuse with respect to billed 
audiology services, so no change is 
warranted. 

Response: We are adopting our 
proposal that, for purposes of satisfying 
the requirements of Alternative 2 with 
respect to the TC, the TC must be both 
conducted and supervised in the office 
of the billing physician or other 
supplier. Although the requirement that 
the supervising physician be present in 
the office of the billing physician or 
other supplier may be more restrictive 
than some Medicare coverage and 

payments regulations governing 
supervision of tests, we believe that our 
amendment to § 414.50(a)(2)(iii) is 
necessary in order to minimize the 
potential for overutilization and 
program abuse. We do not believe that 
healthcare costs would be inflated if 
physicians were required to be present 
in the office of the billing physician or 
other supplier. If the test was not 
conducted within the office of the 
billing physician or other supplier, and/ 
or the physician supervision did not 
occur within the office of the billing 
physician or other supplier, the service 
would still be payable by Medicare. 

We recognize that where audiologist 
services are performed by an 
audiologist, no physician supervision is 
necessary, and therefore the anti- 
markup provisions do not apply 
(because § 414.50 applies to tests 
performed by a physician). We note 
further, however, that the TC of some 
audiological tests can be conducted by 
a technician and supervised by a 
physician, in which case, the anti- 
markup provisions potentially are 
applicable to the TCs and PCs of such 
tests. Although the commenter stated 
that there is no evidence of abuse with 
respect to billed audiology services, we 
are not required to demonstrate that 
fraud or abuse has occurred in order to 
finalize our proposals, but rather we 
attempt to guard against the potential 
for overutilization or patient abuse, and 
we strive to make distinctions between 
specific types of diagnostic services 
only when there is a persuasive reason 
to do so. We are unpersuaded to make 
such a distinction here. As noted above 
at section II.N.2., and as discussed more 
fully below at section II.N.2.h. in 
response to a comment, we are deleting 
references to purchased TCs and PCs 
from § 414.50. 

Comment: Commenters expressed 
concern that the anti-markup provisions 
would apply when cardiologists 
perform the PC of a diagnostic testing 
service procedure in a hospital or other 
facility, as is often the case for complex 
or high risk procedures, because the test 
is conducted outside the office of the 
billing physician. Commenters asserted 
that cardiology groups that provide 
outreach services in rural areas and are 
the only providers of certain cardiac 
subspecialty services in such areas are 
concerned that their provision of 
hospital-based cardiac diagnostic tests 
to rural patients could become 
financially impossible under the anti- 
markup provisions, thereby reducing 
access to care for this already 
underserved population. 

Response: We do not expect the anti- 
markup payment limitation would 

apply in the situation described by the 
commenter, because, under Alternative 
1 as finalized in this final rule with 
comment period, the performing 
cardiologist likely would share a 
practice with the cardiology group 
billing for the PC (or would be billing 
for the PC himself or herself). If the 
cardiologist reassigns payment to the 
hospital which then bills for the PC, the 
anti-markup payment limitation would 
not apply because the hospital did not 
order the PC. 

h. Definition of Outside Supplier 
Comment: We proposed that the TC of 

a diagnostic test is not purchased from 
an outside supplier if the TC is both 
conducted and supervised in the office 
of the billing physician or other supplier 
and the supervising physician is an 
employee or independent contractor of 
the billing physician or other supplier. 
(For ease of reference, we refer to this 
below as the ‘‘primary proposed 
definition’’.) In the alternative, we 
proposed that: (1) If the TC is conducted 
by a technician who is not an employee 
of the billing supplier, the TC is 
considered to be purchased from an 
outside supplier, regardless of where the 
technician conducts the TC, and 
notwithstanding the employment status 
of the supervising physician and the fact 
that the test is supervised in the office 
of the billing physician or other 
supplier; and (2) where the TC is 
conducted by a non-employee of the 
billing physician or other supplier and 
outside the office of the billing 
physician or other supplier, the TC 
nevertheless will not be considered a 
purchased test if the supervising 
physician is an employee or 
independent contractor of the billing 
physician or other supplier and 
performs the supervision in the office of 
the billing physician or other supplier. 
Several commenters offered support of 
the primary proposed definition of 
outside supplier. One such commenter 
also requested that the final rule make 
clear that, for anti-markup purposes 
only, the performing supplier with 
respect to the TC would be the 
physician who supervised the TC, even 
when the technician is not an employee 
of the billing physician or other 
supplier. 

One commenter supported the first 
alternative proposed definition of 
outside supplier. This commenter 
suggested that the physician 
organization should be permitted to 
mark up the TC only if the technician 
is an employee and the supervising 
physician is on-site and is also an 
employee of the billing physician or 
physician organization. One commenter 
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supported adoption of the second 
alternative proposed definition. The 
commenter expressed its view that this 
definition provides sufficient flexibility 
to ensure that the anti-markup 
provisions will not be applied unless 
there is an inadequate relationship 
between the individual who performs or 
supervises the test and the billing entity. 

Response: As explained above at 
II.N.2., we are deleting from § 414.50 
purchased tests and interpretations from 
an ‘‘outside supplier’’ as separate bases 
for imposing an anti-markup payment 
limitation. After reviewing the 
comments, we have concluded that 
employing the concept of a purchased 
TC or PC as a separate basis for 
imposing an anti-markup payment 
limitation is unnecessary, redundant, 
and potentially confusing in light of our 
decision to finalize Alternative 1 and to 
allow arrangements that do not meet the 
requirements of Alternative 1 to avoid 
application of the anti-markup 
provisions if they meet, on a case-by- 
case basis, the requirements of 
Alternative 2. If we were to adopt any 
of our proposals for the definition of 
‘‘outside supplier,’’ it would mean we 
would effectively impose an anti- 
markup payment limitation on some 
arrangements that meet the 
‘‘substantially all’’ services requirement 
of Alternative 1. We believe that a 
physician who performs ‘‘substantially 
all’’ of his services through a particular 
billing physician or other supplier 
‘‘shares a practice’’ not only within the 
meaning of Alternative 1, but also 
within the meaning of section 
1842(n)(1) of the Act. Moreover, 
although we considered adopting the 
second proposed alternative definition 
of ‘‘outside supplier’’ so that a TC 
would not be a purchased test if the 
supervising physician is an employee or 
independent contractor of the billing 
physician or other supplier and 
performs the supervision in the office of 
the billing physician or other supplier 
(regardless of the employment status of 
the technician or where the technician 
conducts the test), this too would be 
problematic in light of our decision to 
adopt Alternative 1 but also allow 
arrangements that do not meet the 
requirements of Alternative 1 to avoid 
application of the anti-markup 
provisions by meeting, on a case-by-case 
basis, the site-of-service criteria of 
Alternative 2. That is, with respect to 
arrangements that do not meet the 
requirements of Alternative 1 and thus 
must meet the site-of-service 
requirements of Alternative 2, adopting 
our second alternative definition of 
‘‘outside supplier’’ would have been 

superfluous because, under Alternative 
2, the TC must be both conducted and 
supervised within the office of the 
billing physician or other supplier. We 
retain the requirement, present in all of 
the proposed definitions of ‘‘outside 
supplier,’’ that the physician must be an 
employee or independent contractor of 
the billing physician or other supplier 
by incorporating the requirement into 
the Alternative 2 criteria. Similarly, we 
believe that an anti-markup payment 
limitation on purchased PCs is 
unnecessary with respect to diagnostic 
testing services that meet the 
requirements of Alternative 2, because 
we are adding the requirement to 
Alternative 2 that the physician 
performing the PC is an employee or 
independent contractor of the billing 
physician or other supplier. Thus, as 
finalized, we are deleting the references 
in § 414.50 to purchased tests and 
interpretations from an outside supplier. 
As finalized, the anti-markup payment 
limitation will apply to TCs and PCs 
that meet neither the requirements of 
Alternative 1 nor Alternative 2, without 
regard to whether the TC or PC was 
purchased from an outside supplier. 

Comment: A commenter requested 
that we clarify our use of the term 
‘‘conducted or supervised’’ because a 
physician may ‘‘supervise’’ an imaging 
procedure, for instance, even though he 
or she is not necessarily the physician 
who will be interpreting a test. 
According to the commenter, Medicare’s 
determination as to the level of 
supervision required for a specific test 
supports this conclusion. The 
commenter stated that a CT scan, for 
instance, when performed without 
contrast requires only general 
supervision, whereas the same test 
performed with contrast requires direct 
supervision. The commenter asserted 
that this difference is due to the relative 
levels of medical risk to a patient during 
a test, not the interpretation of results. 
The commenter requested that we 
clarify that a ‘‘supervising’’ physician 
need not be the physician responsible 
for interpreting test results or images. 

Response: The commenter is correct 
that the supervising physician need not 
be the physician responsible for 
interpreting test results or images. 

Comment: For purposes of the anti- 
markup payment limitation only, we 
proposed to define the ‘‘performing 
physician’’ with respect to the TC as the 
physician who supervised the TC and, 
with respect to the PC, as the physician 
who performed the PC. One commenter 
supported this proposal, but requested 
several clarifications. The commenter 
understood the proposal to mean that 
the performing supplier of the TC is the 

physician who supervised the TC rather 
than the technician who actually 
conducted the test. The commenter 
inquired whether, if the anti-markup 
provision were applied in this instance, 
the group could recover only the fees it 
paid to the physician for the TC and not 
any amounts paid directly to the 
histotechnologist who furnished the TC. 
The commenter also requested 
clarification regarding application of the 
rule where a group purchases the TC 
directly from an outside supplier or 
histotechnologist, without any 
physician involvement. 

Response: The commenter is correct 
in that the performing supplier of the 
TC is the physician who supervised the 
TC. Where the anti-markup payment 
limitation applies, the billing physician 
or other supplier may bill for the lowest 
of the following amounts: (1) The 
performing supplier’s net charge to the 
billing physician or other supplier; (2) 
the billing physician or other supplier’s 
actual charge; or (3) the fee schedule 
amount for the test that would be 
allowed if the performing supplier 
billed directly. With respect to the 
commenter’s question regarding 
whether a TC purchased from a supplier 
‘‘without any physician involvement,’’ 
as noted in this section II.N.2.h., we 
have deleted the references to 
purchased tests or interpretations from 
an ‘‘outside supplier.’’ The anti-markup 
payment limitation will apply if a TC is 
supervised by a physician who does not, 
within the meaning of Alternative 1, 
share a practice with the billing 
physician or other supplier and the TC 
does not meet the site-of-service 
requirements of Alternative 2 (that is, 
the TC was not conducted in the ‘‘office 
of the billing physician or other 
supplier’’ or was not supervised in the 
‘‘office of the billing physician or other 
supplier’’ by a physician who is an 
owner, employee, or contractor of the 
billing physician or other supplier). If 
the TC does not require physician 
supervision under our rules, the anti- 
markup provisions are inapplicable. 

i. Specific Solicitation of Comments 

(1) Net Charge 

Comment: We stated that we were 
interested in receiving comments 
concerning the calculation of the ‘‘net 
charge’’ when the anti-markup 
provisions apply (73 FR 38548). In 
response, many commenters expressed 
concern that we did not propose to 
allow practices to which the anti- 
markup provisions apply to recoup at 
least their direct practice costs where 
the practice is limited to billing 
Medicare its ‘‘net charge’’ for the testing 
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service. One commenter asserted that if 
a group provides diagnostic tests at a 
site other than the ‘‘office of the billing 
physician or other supplier,’’ the 
calculation of a net charge is difficult 
and punitive because a group practice 
cannot consider all of the actual 
components of costs incurred, thereby 
compelling the group practice to lose 
money. Another commenter argued that 
it is ‘‘grossly unfair’’ to not allow 
physicians to recover any overhead 
costs. The commenter further contended 
that, although we may be concerned 
about physicians who may ‘‘pad’’ their 
charges with illegitimate amounts, this 
does not justify penalizing providers 
who incur appropriate and often costly 
overhead costs. According to the 
commenter, it would go against well- 
established Medicare policy to not allow 
physicians to include legitimate costs in 
calculating a net charge. Another 
commenter stated that many suppliers 
would incur a loss, not just fail to profit, 
if these ‘‘confusing and hyper-technical 
rules’’ are adopted. For example, the 
commenter asserted, a billing physician 
would be prohibited from billing for the 
costs incurred when a technician 
performs the TC of a test because the 
physician group may bill only for the 
cost of the physician who supervised 
the test. The commenter also stated that 
the proposal effectively prohibits the 
payment for qualified technicians in the 
performance of the TC of diagnostic 
tests, or, in the alternative, requires that 
physicians who choose to provide their 
patients with such tests do so at a loss. 

One commenter explained that it is 
common practice for physician groups 
to provide pathologists with office 
space, equipment, administrative 
services, billing and collection services, 
and other services and then bill for the 
PC itself. The commenter urged that net 
charges should be defined to include 
these overhead costs rather than just the 
amount the physician group pays the 
pathologist to perform the PC. 
According to this commenter, it is 
critical that physicians be able to recoup 
actual and readily allocable costs 
attributable to these services. If they 
cannot, the commenter predicted, 
gastroenterology groups will be forced 
to stop utilizing their labs for Medicare- 
reimbursed services, and patient care 
will suffer. 

Another commenter suggested that we 
allow a group practice to include in the 
calculation of ‘‘net charge’’ actual 
additional incremental costs incurred by 
the group which are directly allocable to 
the provision of the service, for 
example, rental charges for a facility 
used exclusively to provide diagnostic 
tests. If billing or administrative staff are 

hired by the group solely to provide 
billing services related to the provision 
of diagnostic tests, such costs should 
appropriately be considered in 
calculating net charge. The commenter 
contended that requiring that such costs 
be associated exclusively with 
providing the diagnostic tests for which 
payment is sought will ensure that only 
costs actually needed to provide the 
tests are included in the calculation of 
net charge. The commenter further 
asserted that this will permit groups to 
provide better diagnostic health care 
services for their clients without losing 
substantial money on every test 
performed. 

A commenter stated that, without a 
proposed definition for ‘‘net charge,’’ it 
did not understand how the anti- 
markup provisions could be applied 
fairly and consistently to testing 
provided by physician groups. The 
commenter stated that physician groups 
have standard fees for diagnostic test 
components that they charge to patients 
and payers and that, in order to 
determine an ‘‘inside’’ charge the 
group’s usual and customary external 
charges would have to be recognized. 
According to the commenter, a fair net 
charge calculation would need to 
include the cost of equipment, supplies, 
technical personnel, related benefits, 
and allocated space, utilities, taxes and 
general overhead, which vary between 
practitioners. 

Another commenter stated that there 
should not be an allowance made to 
recover overhead expenses, such as 
billing expenses, rental charges, or 
equipment expenses, as these expenses 
will only help underwrite the cost of the 
laboratory and will be contrary to the 
goal of reducing overutilization. 
According to this commenter, the only 
costs that should be included in the 
calculation of ‘‘net charge’’ are those 
directly paid to the pathologist 
performing the PC or supervising the TC 
and should be limited to the W–2 salary 
income of the pathologist, not including 
any bonus. 

Response: After considering the issue 
further, we decline at this time to make 
any changes to what we allow to be 
included in the calculation of ‘‘net 
charge.’’ As we stated in the preamble 
to the CY 2008 PFS final rule (72 FR 
66319 through 66320), we are concerned 
that, allowing billing physicians and 
other suppliers to recoup costs such as 
overhead in situations in which the 
anti-markup provisions apply, would 
undermine a purpose of the anti-markup 
payment limitation because the 
incentive to overutilize (to recover 
capital outlays and other costs) would 
still be present. Therefore, where the 

billing physician or other supplier pays 
the performing supplier a fixed fee for 
the TC or the PC, the ‘‘net charge’’ is the 
fixed fee (exclusive of any charge that is 
intended to reflect the cost of equipment 
or space leased to the performing 
supplier by or through the billing 
physician or other supplier, per 
§ 414.50(a)(2)(i)). Where a fixed fee is 
not paid, the billing physician or other 
supplier is limited to the salary and 
benefits it paid to the performing 
supplier for the TC or PC. As we 
indicated in the CY 2008 PFS final rule, 
it is the responsibility of the billing 
entity to ascertain the amount it paid for 
the TC or PC. The billing entity should 
maintain contemporaneous 
documentation of the methodology and 
information used to calculate the net 
charge, and may do so in any reasonable 
manner (72 FR 66318). 

(2) Direct Billing 
Comment: In the CY 2009 PFS 

proposed rule, we solicited comments 
on whether, in addition to or in lieu of 
the anti-markup provisions, we should 
prohibit reassignment in certain 
situations and require the physician 
supervising the TC or performing the PC 
to bill Medicare directly (73 FR 38548). 
One commenter opposed any 
requirement that a physician performing 
either the TC or the PC of diagnostic 
tests directly bill for such services. The 
commenter stated that the Congress 
enacted the anti-markup provisions in 
section 1842(n) of the Act rather than 
adopt the already established direct 
billing requirement for clinical 
laboratory services. The commenter 
argued that we should not second-guess 
the Congress’ decision and choose to 
eliminate the system of assignment and 
reassignment that is currently in place. 
Another commenter agreed with the 
first commenter and stated that 
reassignment is beneficial to both 
physicians and patients because 
physicians gain flexibility to establish 
the most appropriate employment or 
contractual relationships for their lives 
and lifestyles and patients benefit by 
having medical services combined on 
one bill, which avoids confusion and 
additional paperwork. A commenter 
opposed to direct billing stated that, 
with respect to the situation in which 
multiple suppliers are engaged in the 
treatment of a patient, a prohibition on 
reassignment would force suppliers to 
bill Medicare directly only for the 
services provided directly by each 
supplier, resulting in a doubling of the 
claims that are submitted, with an 
increase in billing expenses. The 
commenter asserted that this 
prohibition would also be a concern for 
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locum tenens physicians who are, by 
agency definition, independent 
contractors. According to the 
commenter, it does not have the 
infrastructure to submit and collect 
payments from Medicare, and thus its 
contracts are based on the ability to 
reassign its Medicare claims to the 
physician or practice it is supporting. 

Some commenters were in favor of 
direct billing, stating that itemized 
billing encourages transparency relative 
to the amounts paid for the TC and PC 
of tests ordered by the billing physician 
or group. The commenters stated that an 
itemized bill would identify the PC and 
TC providers, the services provided, and 
associated charges as separate line items 
on a single Medicare claim form. The 
commenters further asserted that we 
would be able to reconcile TC and PC 
components without an increase in 
billing expenses to either the providers 
or Medicare. One commenter expressed 
its view that the most straightforward 
way to address potential overutilization 
caused by physicians being able to 
profit by billing for diagnostic services 
performed by others would be to 
implement a direct billing requirement. 
The commenter suggested that this 
would be a simple, understandable, 
bright-line rule that could be effectively 
implemented and monitored. Another 
commenter supported the establishment 
of direct billing for anatomic and 
clinical pathology services for all 
payers, public and private, so that 
payment should be made only to the 
person or entity that performed or 
supervised the service, except for 
referrals between laboratories 
independent of a physician’s office. 
According to this commenter, this 
policy would be consistent with ethics 
principles that discourage fee-splitting. 

Response: We appreciate the 
comments on whether, in addition to or 
in lieu of the anti-markup provision, we 
should prohibit reassignment in certain 
situations and require the physician 
supervising the TC or performing the PC 
to bill Medicare directly. The issues 
raised and the suggestions made by the 
commenters will be taken into 
consideration for purposes of future 
rulemaking. As we noted above in 
section II.N.2.a., we agree that it would 
be simpler to adopt the approach, as 
suggested by one commenter, that we 
not allow any reassignment of 
diagnostic testing services and, instead, 
require direct billing. However, without 
studying that approach further, we have 
concerns that doing so may 
unnecessarily prevent nonabusive 
arrangements. 

(3) Effective Date 

Comment: In the CY 2009 PFS 
proposed rule, we solicited comments 
on whether revisions made by the CY 
2008 PFS final rule with comment 
period (but which were delayed until 
January 1, 2009 through a final rule 
published on January 3, 2008 (73 FR 
404)) should go into effect on January 1, 
2009, and whether any proposals from 
the CY 2009 PFS proposed rule that we 
may finalize should go into effect on 
that date, or whether some or all of the 
revisions should be delayed past 
January 1, 2009. One commenter urged 
us to implement the anti-markup 
provisions without delay, as we have 
been studying this issue since 2004. The 
commenter asserted that sufficient time 
has passed for consideration of 
comments on the issue. The commenter 
also expressed its view that the anti- 
markup payment limitation will not 
affect access to critical patient services, 
only the ability of ordering providers to 
profit from their referrals. 

One commenter suggested an effective 
date of July 1, 2009, to provide 
sufficient time to restructure affected 
relationships. Another commenter, 
opposed to the anti-markup proposals, 
suggested that, if we revise the 
provisions currently in effect, the new 
provisions should not be effective until 
December 31, 2010 at the earliest. The 
commenter asserted that such a delay 
would ensure providers a reasonable 
amount of time to restructure their 
service and billing arrangements for 
consistency with the new provisions. 

Another commenter asserted that the 
delayed portions of last year’s rule 
should not go into effect on January 1, 
2009, and that neither of the alternative 
approaches discussed in this year’s 
proposal should be finalized. The 
commenter stated that we achieved our 
goal of regulating so-called ‘‘pod labs,’’ 
and asserted that extending similar rules 
based on site-of-service beyond the 
pathology laboratory context risks 
disruption to a wide variety of 
diagnostic testing services that are 
genuinely ‘‘inside’’ group practices. 
Commenters claimed that these 
proposals have made it virtually 
impossible for physician practices or 
suppliers potentially subject to these 
rules to plan for compliance or 
alternative arrangements by January 1, 
2009. One commenter requested that, if 
we do proceed with the extension of the 
anti-markup provision, the effective 
date of the rule be delayed until 
regulatory language can be proposed for 
each of the alternatives under 
consideration and there has been 

additional time to understand the 
impact of each proposal. 

A commenter recommended that we 
delay beyond January 1, 2009, the 
application of any further revisions 
until we can fully evaluate the effect of 
such revisions on physician groups and 
work with the medical community to 
simplify and streamline the anti-markup 
provisions, so that their application is 
clear to all involved. One commenter 
requested that we consider delaying the 
proposals until further evaluation is 
completed on the impact of recent 
changes affecting physicians such as 
MIPPA, DRA, ‘‘Bottom-Up 
Methodology’’ and the proposed IDFT 
requirements. Another commenter 
recommended that implementation 
should be delayed and that we should 
use the process set forth by the Congress 
in MIPPA to establish accreditation 
requirements for medical imaging to 
assess the appropriate use of imaging 
services and to examine the perceived 
overutilization of in-office imaging. A 
commenter recommended that we defer 
to the Congress regarding concerns of 
overutilization of diagnostic testing 
services. According to the commenter, 
the directives in MIPPA, released after 
the current proposed rule, are much 
clearer on this issue. The commenter 
noted that the Congress did not amend 
the anti-markup provision, choosing 
instead to direct the agency to develop 
a demonstration project to determine 
the appropriateness of advanced 
diagnostic imaging services furnished to 
Medicare beneficiaries and require 
accreditation of advanced diagnostic 
imaging suppliers by 2012. 

Response: We do not agree with the 
commenters that suggested a delayed 
effective date beyond January 1, 2009 
for either the revisions made by the CY 
2008 PFS final rule with comment 
period or the revisions that we are 
making in this CY 2009 PFS final rule 
with comment period. We have decided 
to make the finalized revisions effective 
as of January 1, 2009. When we delayed, 
until January 1, 2009, the application of 
the revisions to § 414.50 we made in the 
CY 2008 PFS final rule with comment 
period (except with respect to certain 
diagnostic testing arrangements 
involving anatomic pathology 
performed in a ‘‘centralized building’’ 
for which the revisions were applicable 
January 1, 2008), we stated that we 
planned to issue clarifying guidance as 
to what constitutes the ‘‘office of the 
billing physician or other supplier’’ 
within the following 12 months (73 FR 
405). We proposed the clarification and 
other revisions in the CY 2009 PFS 
proposed rule in order to introduce the 
possible changes under consideration. 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00091 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69816 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

The revisions being finalized in this 
regulation stem from that proposal and 
we believe that sufficient time has been 
given for consideration of and response 
to the anti-markup revisions. 

Irrespective of whether ‘‘pod lab’’ 
arrangements otherwise would continue 
to exist or proliferate, we believe that 
the anti-markup provisions are needed 
in order to address potential program 
and patient abuse through the ordering 
of unnecessary diagnostic tests. 
Although several commenters made 
mention of MIPPA and the impact that 
it may have, we are not swayed by these 
arguments. MIPPA is a separate 
authority with a different focus than 
that of the anti-markup provisions. If, in 
the future, the anti-markup provisions 
are impacted through our 
implementation of MIPPA, we will 
address this in subsequent rulemaking. 

j. Miscellaneous 
Comment: One commenter, a 

professional association of pathologists, 
suggested an exception from the anti- 
markup provisions for single-specialty 
pathology physician groups and 
independent laboratories. The 
commenter suggested that such entities 
be defined as those in which all 
physicians within the group are 
pathologists and for which 75 percent of 
all CPT codes billed by the entity are 
pathology and laboratory CPT codes. 
According to the commenter, such an 
exception would ‘‘clarify’’ that 
dedicated pathology groups and 
independent laboratories are not subject 
to the anti-markup provisions for certain 
purchased diagnostic tests and 
interpretations or the ordering of special 
stains to perform better the tests ordered 
by outside, independent physicians. 
The commenter asserted that its 
proposed exception would be consistent 
with the physician self-referral’s 
exclusion from the definition of 
‘‘referral’’ for services ordered by 
pathologists (and radiologists and 
radiation oncologists) pursuant to a 
consultation with another physician. 
According to the commenter, the 
exclusion from the definition of 
‘‘referral’’ reflects the Congress’s 
recognition that services ordered by 
such physicians pursuant to a 
consultation with another physician do 
not pose the same risk of abuse that 
physician self-referral generally poses. 
The commenter also suggested an 
alternative to its proposed exception, for 
independent laboratories for which at 
least 75 percent of the diagnostic tests 
have been ordered by physicians 
outside the laboratory. A second 
commenter representing pathologists 
also suggested an exception for 

pathology practices (which it would 
define as any entity for which at least 
75 percent of all CPT codes billed by the 
entity are pathology and laboratory 
codes). The commenter also cited the 
exclusion from the definition of 
‘‘referral’’ in the physician self-referral 
rules for services ordered by 
pathologists pursuant to a consultation, 
and asserted that there should not be a 
self-referral or mark-up concern when 
pathology groups order special stains or 
other tests. A third commenter stated 
that the ‘‘rapid rise’’ in special stains in 
the last eight years is not a result of in- 
office pathology services or TC/PC 
arrangements, but rather is a result of 
the failure of national, regional, and 
hospital-based pathology laboratories to 
follow standard protocol for tissue 
biopsies. The commenter contended 
that over-utilization of anatomic 
pathology testing can be managed by 
imposing tighter controls on such 
laboratory-based pathologists with 
respect to what stains they order and the 
reasons for ordering them. 

Response: We are not establishing an 
exception that would be applicable to 
pathology practices or independent 
laboratories, to the anti-markup 
provisions. We note that we did not 
propose such an exception and, thus, 
question whether we would have the 
authority to provide for such an 
exception in this final rule. Moreover, 
we are not convinced of the need for or 
wisdom of such an exception. We 
believe that the same potential that 
exists for the overutilization of 
diagnostic tests ordered by single- 
specialty physician groups and other 
suppliers, due to the profit motive, also 
exists for the ordering of special stains 
or other tests by pathology groups or 
independent laboratories. 

Comment: An association that 
represents physician group practices 
suggested that we establish a multi- 
specialty medical group ‘‘carve out’’ for 
‘‘merit,’’ that is, an exemption from the 
anti-markup provisions based on 
delivery of high-quality health care 
services in the multi-specialty/ 
organized system of care model. 
According to the commenter, the 
potential and risk for inappropriate 
actions is outweighed by the attributes 
and meritorious actions of multi- 
specialty groups. The commenter noted 
that, in section 131 of MIPPA, the 
Congress recognized the coordinated 
approach to patient care that multi- 
specialty medical groups provide. 

A different commenter requested that 
multi-specialty group practices not be 
permitted to use the employment or 
independent contractor arrangements to 
bring pathology services in-house and 

then claim that a referral is exempt from 
the physician self-referral prohibition 
because it meets the requirements of the 
in-office ancillary services exception or 
some other exception. The commenter 
stated that pathology is a separate 
physician specialty and the provision of 
these services is not ancillary to the 
provision of urology or gastroenterology. 
According to the commenter, pathology 
services provided in-office do not serve 
the patient’s convenience or increase 
access to these services as they are too 
time consuming and complex to 
perform, as the patient has always left 
the doctor’s office by the time the 
pathology examination is complete and 
the report issued. The commenter 
argued that not allowing pathology 
services to be protected by the in-office 
ancillary services exception would be 
consistent with the physician self- 
referral law and would eliminate the 
incentive for overutilization that 
currently exists. 

Response: For the same reasons 
expressed in the response to the 
previous comment, we are not 
establishing an exception to the anti- 
markup payment limitation, for multi- 
specialty groups. We also note that 
because we have adopted the first 
proposed alternative with modification, 
whereby the anti-markup provisions 
will not apply to TCs and PCs 
supervised or performed by a physician 
who performs ‘‘substantially all’’ of his 
or her professional services for the 
billing physician or other supplier, ‘‘hub 
and spoke’’ arrangements of multi- 
specialty groups should not have 
significant difficulty avoiding 
application of the anti-markup 
provisions. We understand the 
commenter’s concerns about the use of 
the in-office ancillary services exception 
and may propose rulemaking on this 
issue in the future. 

Comment: A commenter stated that 
dermatologic surgeons who order and 
read their own diagnostic tests should 
not be penalized for doing so by the 
addition of new and overly cumbersome 
regulations that the commenter argued 
are inconsistent with the existing 
physician self-referral law. According to 
the commenter, a dermatopathologist 
has the expertise to diagnose and 
monitor diseases of the skin, which 
entails the examination and 
interpretation of specially prepared 
tissue sections, cellular scrapings, and 
smears of skin lesions by means of 
routine and special (electron and 
fluorescent) microscopes. The 
commenter was also concerned that 
patient access to care in rural and 
underserved areas will be affected. The 
commenter urged that practices that 
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order and interpret their own diagnostic 
tests in these areas should have the 
same ability to recoup the costs of 
equipment, space, and medical records 
management for services performed 
within their practices as those practices 
that utilize an outside supplier for the 
TCs or PCs of their tests. 

Response: We are unclear as to what 
the commenter is suggesting. We did not 
propose to, and this final rule does not, 
impose tighter billing restrictions on 
TCs and PCs ordered by dermatologic 
surgeons than for other specialties, and 
does not impose tighter billing 
restrictions for dermatologic surgeons 
who perform TCs and PCs than it does 
for those physician practices that 
purchase TCs and PCs from an outside 
supplier. We note that the commenter 
did not provide an explanation of why 
patient access to care in rural or 
underserved areas would be affected by 
our proposed revisions. 

Comment: A letter writing campaign 
expressed concern regarding the 
proposals to the anti-markup provisions, 
contending that it would limit the 
ability of allergists to provide services 
on a part-time basis with more than one 
group and, in particular, would limit 
access to allergy care (including allergy 
diagnostic tests), to Medicare 
beneficiaries in rural or underserved 
areas. The commenters urged that our 
proposals not be implemented. 

Response: We have adopted the first 
proposed alternative with modification, 
whereby the anti-markup provisions 
will not apply to TCs and PCs 
supervised or performed by a physician 
who performs ‘‘substantially all’’ (at 
least 75 percent) of his or her 
professional services for the billing 
physician or other supplier, which 
provides some flexibility for the 
performing physician to work for more 
than one billing physician or other 
supplier. Moreover, this final rule 
provides additional flexibility by 
allowing arrangements that do not come 
within the protection of the 
‘‘substantially all’’ test to avoid the 
application of the anti-markup payment 
limitation by complying on a case-by- 
case basis with the existing site-of- 
service approach (as clarified by this 
final rule with comment period). We 
believe that this addresses the 
commenters’ concerns. 

O1. Physician Quality Reporting 
Initiative (PQRI) 

a. Program Background and Statutory 
Authority 

i. Division B of the Tax Relief and 
Health Care Act of 2006—Medicare 
Improvements and Extension Act of 
2006 (MIEA–TRHCA) and the Medicare, 
Medicaid, and SCHIP Extension Act of 
2007 (MMSEA): Requirements for the 
PQRI Program Prior to Enactment of the 
Medicare Improvements for Patients and 
Providers Act of 2008 (MIPPA) 

Section 101(b) of the MIEA–TRHCA 
(Pub. L. 109–432) amended section 1848 
of the Act by adding subsection (k). 
Section 1848(k)(1) of the Act requires 
the Secretary to implement a system for 
the reporting by eligible professionals of 
data on quality measures as described in 
section 1848(k)(2) of the Act. Section 
1848(k)(1) of the Act authorizes the 
Secretary to specify the form and 
manner for data submission by program 
instruction or otherwise which may 
include submission of such data on Part 
B claims. Section 1848(k)(3)(B) of the 
Act specifies that for the purpose of the 
quality reporting system, eligible 
professionals include physicians, other 
practitioners as described in section 
1842(b)(18)(C) of the Act, physical and 
occupational therapists, and qualified 
speech-language pathologists. Section 
101(c) of the MIEA–TRHCA, as 
amended by the Medicare, Medicaid, 
and SCHIP Extension Act of 2007 (Pub. 
L. 110–173) (MMSEA), authorizes 
‘‘Transitional Bonus Incentive Payments 
for Quality Reporting’’ in 2007 and 
2008, for satisfactory reporting of 
quality data, as defined by section 
101(c)(2) of the MIEA–TRHCA. We have 
named this quality reporting system the 
‘‘Physician Quality Reporting Initiative 
(PQRI)’’ for ease of reference. 

The MMSEA required the Secretary to 
establish alternative reporting periods 
and alternative criteria for satisfactorily 
submitting data on quality measures 
through medical registries and for 
reporting groups of measures for 2008 
and 2009. 

For 2009, section 1848(k)(2)(B)(ii) of 
the Act, as amended by the MMSEA, 
requires the Secretary to publish a 
proposed set of quality measures that 
would be appropriate for eligible 
professionals to use to submit data in 
2009 in the Federal Register by August 
15, 2008. Such measures shall be 
measures that have been endorsed or 
adopted by a consensus organization, 
such as the National Quality Forum 
(NQF) or the AQA (formerly the 
Ambulatory Care Quality Alliance), that 
include measures that have been 

submitted by a physician specialty, and 
that the Secretary identifies as having 
used a consensus-based process for 
developing such measures. In addition, 
the measures shall include structural 
measures, such as the use of electronic 
health records (EHRs) and electronic 
prescribing (e-prescribing) technology. 
The Secretary must publish the final set 
of measures in the Federal Register no 
later than November 15, 2008, as 
required by section 1848(k)(2)(B)(iii) of 
the Act, as amended by the MMSEA. 

Although section 101(c) of the MIEA– 
TRHCA, as amended by the MMSEA, 
authorized the Secretary to make 
incentive payments for satisfactorily 
reporting quality measures data on 
covered professional services furnished 
by eligible professionals during the 
reporting period for 2007 and 2008, 
neither MIEA–TRHCA nor MMSEA 
authorized an incentive payment for 
PQRI for 2009. Also unlike the 2007 or 
2008 PQRI, neither the MIEA–TRHCA 
nor the MMSEA defined a specific 
reporting period for the 2009 PQRI. 

ii. Extension of and Enhancements to 
the PQRI Program Authorized by the 
MIPPA 

The MIPPA, which was enacted after 
the publication of the CY 2009 PFS 
proposed rule, included a number of 
provisions that impact the 2009 PQRI. 
Prior to enactment of the MIPPA, the 
MIEA–TRHCA, as amended by the 
MMSEA, was the authorizing legislation 
for PQRI. The MIPPA codifies the PQRI 
under sections 1848(k)(2) and 1848(m) 
of the Act. First, the MIPPA makes the 
PQRI a permanent program and 
authorizes us to make incentive 
payments for satisfactorily reporting 
data on quality measures for covered 
professional services furnished by 
eligible professionals during the 2009 
PQRI reporting period equal to 2.0 
percent of the estimated total allowed 
charges for all covered professional 
services furnished during the reporting 
period that are submitted no later than 
2 months after the end of the reporting 
period. In addition, the reporting period 
for the 2009 PQRI is defined as the 
entire year, or January 1, 2009 through 
December 31, 2009. Therefore, for the 
2009 PQRI, eligible professionals who 
satisfactorily report data on quality 
measures for covered professional 
services furnished between January 1, 
2009 through December 31, 2009 will 
receive an incentive payment equal to 
2.0 percent of the total estimated 
allowed charges submitted by no later 
than February 28, 2010 for all covered 
professional services furnished between 
January 1, 2009 and December 31, 2009. 
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Beginning with the 2009 PQRI, the 
MIPPA also amended the definition of 
‘‘eligible professional’’ to include 
qualified audiologists (as defined in 
section 1861(11)(3)(B) of the Act). Thus, 
for purposes of the 2009 PQRI, eligible 
professionals include physicians, other 
practitioners as described in section 
1842(b)(18)(C) of the Act, physical and 
occupational therapists, qualified 
speech-language pathologists, and 
qualified audiologists. 

In addition, section 1848(k)(2)(D) of 
the Act, as added by the MIPPA, 
requires that for each 2009 PQRI quality 
measure, ‘‘the Secretary shall ensure 
that eligible professionals have the 
opportunity to provide input during the 
development, endorsement, or selection 
of measures applicable to services they 
furnish.’’ 

Section 1848(m)(3)(A) of the Act, as 
amended and redesignated by the 
MIPPA, also requires that for years after 
2008, the PQRI quality measures shall 
not include e-prescribing quality 
measures. Even with the removal of the 
e-prescribing measure, we continue to 
meet the requirements under section 
1848(k)(2)(B)(ii) of the Act to include 
the use of structural measures. 

Section 131(b)(6) of the MIPPA also 
specifies that none of the amendments 
to the Social Security Act resulting from 
the MIPPA will impact the operation of 
the PQRI for 2007 or 2008. Additional 
information regarding the MIPPA 
provisions can be found in section III of 
this final rule with comment period. 

iii. General Program Comments and 
Responses 

In the CY 2009 PFS proposed rule (73 
FR 38558 through 38559), we provided 
a longer summary of the history of the 
PQRI and a more detailed discussion of 
the pertinent MIEA–TRHCA and 
MMSEA requirements than is provided 
above in this section. We proposed to 
define the 2009 PQRI reporting period 
to be the entire CY 2009, but also 
proposed alternative reporting periods 
and alternative criteria for satisfactorily 
reporting quality measures data for 
measures groups and registry-based 
reporting as required by the MMSEA (73 
FR 38559 through 38564). The CY 2009 
PFS proposed rule (73 FR 38564 
through 38565) also included proposed 
reporting options and reporting periods 
for satisfactorily reporting quality 
measures data extracted from EHRs. 

To satisfy section 1848(k)(2)(B) of the 
Act, as amended by the MMSEA, we 
published 175 proposed 2009 PQRI 
quality measures in the CY 2009 PFS 
proposed rule (73 FR 38565 through 
38572). We also proposed 9 measures 
groups for the 2009 PQRI on which 

eligible professionals may report (73 FR 
38572 through 38574) and described 
potential uses of the PQRI information 
(73 FR 38574 through 38575). 

In the CY 2009 PFS proposed rule (73 
FR 38558 through 38575), we solicited 
comments on the following areas: 

• Implications of including or 
excluding any given measure from the 
set of proposed 2009 quality measures. 

• The new measures groups proposed 
for 2009 including suggestions for other 
measures groups based on individual 
measures included in the proposed 2009 
PQRI measure set. 

• The proposed use of the 
consecutive patient reporting criteria for 
measures groups. 

• The proposed use of 30 consecutive 
patients as the required sample under 
the consecutive patient reporting 
criteria during the full-year 2009 
reporting period. 

• The proposed options and planned 
use of registries for registry-based 
quality measures results and numerator 
and denominator data on quality 
measures data reporting to PQRI in 
2009. 

• The advisability of expanding the 
number of PQRI quality measures 
beyond the 119 measures in the 2008 
PQRI quality measure set given that 
there is no specific authorization for an 
incentive payment for the 2009 PQRI 
and beyond. 

• Various issues that we identified in 
the proposed rule to help us determine 
the most appropriate uses of PQRI data. 

We received 161 comments from the 
public on the CY 2009 PFS proposed 
rule related to the PQRI. In this section 
of the final rule with comment period, 
we first summarize the comments about 
the PQRI program in general and our 
responses to those comments 
immediately below. The remaining 
comments received and our responses to 
those comments are discussed under the 
relevant topic areas of this section of the 
final rule with comment period. 

Comment: Several comments 
commended CMS and the PQRI program 
for providing more flexibility and were 
generally supportive of the program 
including the proposed addition of 
measures in the 2009 PQRI and the 
continued development and 
implementation of a variety of reporting 
periods and reporting methodologies. 

Response: We appreciate the 
commenters’ positive feedback. 

Comment: Several commenters 
suggested that we conduct an 
independent, formal evaluation of the 
PQRI program’s processes and to 
analyze and validate the data that has 
been gathered to date. One of the major 
reasons cited for needing an evaluation 

component was the fact that a relatively 
small percentage of those eligible 
professionals who participated in the 
2007 PQRI actually received an 
incentive payment. Other common 
reasons cited include to assess the range 
of specialties reporting information to 
ensure that most eligible professionals 
have the opportunity to participate, to 
better understand why some eligible 
professionals did not participate, and to 
fully understand how improvements 
affect participation rates prior to 
expansion of the PQRI. 

Response: We are continuing to 
evaluate the results of the 2007 PQRI 
and will evaluate the results of the 2008 
PQRI as they become available as we 
develop and implement strategies for 
enhancing the PQRI in the future. 

Comment: A number of commenters 
also offered to assist us in improving 
physician quality measure design and to 
help us better understand the barriers to 
and the stimuli for participating by 
requesting to review the data files used 
for calculating the 2007 and/or 2008 
incentive payments. 

Response: Information about 
individuals that is retrieved by the 
individuals’ names or other personal 
identifiers is subject to the Privacy Act 
of 1974 (that is, the Privacy Act), 
Freedom of Information Act and other 
Federal government rules and 
regulations. As such, the information 
cannot be released without the 
individual’s written consent, unless the 
Privacy Act permits release. See 5 
U.S.C. 552a(b). 

We employ strict security measures to 
appropriately safeguard individual 
privacy and seek to ensure that files 
containing physician and/or beneficiary 
identifiers are used only when 
necessary and in accordance with 
disclosure provisions of the Privacy Act. 
The Privacy Act, as well as the notice 
that is published in the Federal Register 
for each CMS System of Records (SOR), 
provide the permitted disclosures of 
individually identifiable information 
and explain the procedures that need to 
be followed to safeguard the 
information. The notices that describe 
each CMS SOR can be found on the 
CMS Web site at http:// 
www.cms.hhs.gov/ 
PrivacyActSystemofRecords/SR/ 
list.asp#TopOfPage. 

All research requests for individually 
identifiable data must be submitted to 
the Research Data Assistance Center 
(ResDAC) for initial review. More 
information on the policies and 
procedures for data requests for data 
that are protected by the Privacy Act can 
be found on the CMS Web site at 
http://www.cms.hhs.gov/ 
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PrivProtectedData/ 
01_Overview.asp#TopOfPage. 

Comment: Many commenters 
recommended we redesign the PQRI 
section of the CMS Web site, including 
suggestions to provide an updated 
listing of measures under formal 
consideration by the various measure 
developers, as well as to provide more 
detailed information about the PQRI 
measures. 

Response: We concur with 
commenters’ suggestions to redesign the 
PQRI section of the CMS Web site. We 
are currently working to make the Web 
site more user-friendly and will 
consider the commenters’ suggestions. 

Comment: A few commenters 
suggested we establish a multi- 
stakeholder advisory council or that we 
actively engage more stakeholders, such 
as consumers and hospitals. Active 
engagement of stakeholders could be 
used for a variety of purposes, such as 
to help understand why some eligible 
professionals may not have participated; 
to engage and obtain feedback and 
observations from those who will be 
measured as well as those who 
successfully participated; to ensure that 
the PQRI measures provide clinically- 
significant information while being 
structured in the least administratively- 
burdensome manner possible; or to 
advise us as we proceed with making 
information derived from the PQRI 
publicly available. 

Response: We plan to continue our 
dialogue with the stakeholder 
community and will consider their and 
PQRI participants’ input as we continue 
to evaluate the results from the PQRI 
and to develop and implement strategies 
for enhancing the PQRI in the future. 

Comment: One commenter 
recommended different incentives that 
we could employ to increase 
participation, such as reducing eligible 
professionals’ costs for collecting 
Medicare payments. 

Response: We are bound by statute 
with respect to the types of incentives 
that we can provide to eligible 
professionals, how those incentives are 
calculated, and the amount of the 
incentive. The only incentives we are 
authorized to provide eligible 
professionals are an incentive for 
eligible professionals who satisfactorily 
report quality measures data through the 
PQRI as discussed below and the new 
incentive that we are implementing in 
2009 for eligible professionals who are 
successful electronic prescribers as 
discussed in section II.O2. below. 

Comment: Other specific suggestions 
for improving the PQRI provided by 
commenters include renaming the PQRI 
the ‘‘Provider’’ or ‘‘Practitioner’’ Quality 

Reporting Initiative to acknowledge 
potential participation of all types of 
Medicare providers; separating the 
quality reporting from the billing 
process by removing the requirement 
that ‘‘G’’ codes are reported on the same 
claim as the denominator service; 
developing guidelines on which 
measures are appropriate for reporting 
by different medical specialties; 
designing reporting options in a manner 
that would allow smaller providers to 
more easily participate; considering 
assigning all measures to clinical area 
groups; providing an appeal process for 
eligible professionals who participate 
but are not deemed to be successful; and 
ensuring greater transparency in all 
aspects of the program including, but 
not limited to, in the measure selection 
process, in the provision of feedback, 
and in the implementation of the 
pertinent MIPPA provisions. 

Response: We appreciate and value 
the constructive feedback that we have 
received from the wide variety of 
commenters who have provided insights 
and information and partnered with us 
to disseminate information about PQRI. 
As reflected in the variety of reporting 
options that we are making available for 
the 2009 PQRI and the expansion of 
measures groups, it is our desire to 
allow as many eligible professionals to 
participate with as little additional 
burden as possible. To the extent that 
we find it practical, feasible, and 
appropriate to implement the 
commenters’ suggestions, we would do 
so via notice and comment rulemaking 
for future years’ PQRI. 

With respect to the commenters’ 
suggestion to provide an appeals 
process for eligible professionals who 
participate but are not deemed to be 
successful, we note that section 
1848(m)(5)(e) of the Act, as amended by 
MIPPA, provides that with respect to 
the PQRI there shall be no 
administrative or judicial review under 
sections 1869 or 1879 of the Act, or 
otherwise of (1) the determination of 
measures applicable to services 
furnished by eligible professionals; (2) 
the determination of satisfactory 
reporting; and (3) the determination of 
any incentive payment. Therefore, we 
have no authority to establish an 
appeals process for the subject of 
eligible professionals ‘‘not deemed to be 
successful’’ which we read to fall within 
the determination of satisfactory 
reporting. 

Comment: We received numerous 
comments providing general 
recommendations for enhancing the 
Medicare program, such as suggestions 
to transition the PQRI from a pay-for- 
reporting program to a pay-for- 

performance program as quickly as 
possible; addressing problems of 
underuse, overuse, and misuse of 
services; assuring that all Americans 
receive the right care by reducing health 
care disparities and encouraging that 
quality care be provided to at-risk 
populations; encouraging care 
coordination and support for the 
integration and delivery of services 
across providers and across care 
settings; and providing payment that 
supports the re-engineering of care, such 
as providing payment for e-visits and 
efficiency-enhancing forms of 
telemedicine. One commenter expressed 
a desire to see the development of a 
quality reporting mechanism similar to 
the PQRI that is applicable to a pediatric 
population and Medicaid. 

Response: While we appreciate these 
suggestions for enhancing the Medicare 
and Medicaid programs mentioned, we 
note that those programs are beyond the 
scope of this section of the final rule 
with comment period. This section of 
the final rule with comment period is 
limited to the 2009 PQRI. 

Comment: Many commenters also 
commented on the MIPPA provisions 
that were not directly related to the 
PQRI. For example, we received many 
comments related to the plan for 
transitioning to a value-based 
purchasing program for physicians’ 
services that we are required to submit 
to the Congress by May 1, 2010 under 
the MIPPA. 

Response: While we appreciate the 
commenters’ input for implementing the 
MIPPA provisions, we note that MIPPA 
provisions that are not directly related 
to the PQRI program are beyond the 
scope of this section of the final rule 
with comment period. This section of 
the final rule with comment period is 
limited to the 2009 PQRI. 

Comment: Several commenters 
expressed confusion about participation 
requirements and recommended that we 
implement an aggressive education and 
outreach campaign on how to 
successfully participate, to help eligible 
professionals who did not receive a 
bonus understand why, and that 
provides participating eligible 
professionals with confidential interim 
and final feedback and compliance 
reports. 

Response: We agree that with 
increased flexibility comes more 
potential for confusion about 
participation requirements. Section 
1848(k)(6) of the Act requires the 
Secretary to provide for education and 
outreach to eligible professionals on the 
operation of the PQRI. 

To minimize any potential confusion, 
we have hosted monthly national 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00095 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69820 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

provider calls on the PQRI in which our 
PQRI subject matter experts are 
available to answer questions on the 
PQRI. We have also provided guidance 
on specific topics on these calls, such as 
accessing the 2007 PQRI feedback 
reports, how the 2007 incentive 
payments were calculated, and the 
various 2008 reporting options. 

In addition to the national provider 
calls, we have worked with various 
medical specialty societies, such as the 
American Academy of Family 
Physicians, the American College of 
Physicians, American Academy of 
Ophthalmology, American Optometric 
Association, and the American 
Gastroenterological Association Institute 
to host Special Open Door Forums to 
educate their membership on the PQRI. 
We anticipate continuing these 
education and outreach activities as we 
implement the 2009 PQRI. 

Information about these CMS- 
sponsored calls, including information 
about upcoming calls, can be found on 
the PQRI section of the CMS Web site 
at http://www.cms.hhs.gov/PQRI. The 
Web site itself also serves as a useful 
resource for obtaining the most up to 
date information on the PQRI. For 
example, the PQRI Tool Kit found on 
the PQRI section of the CMS Web site 
at http://www.cms.hhs.gov/PQRI/ 
31_PQRIToolKit.asp#TopOfPage 
contains valuable resources to help 
eligible professionals in the successful 
integration of PQRI into their practices. 
We encourage eligible professionals to 
visit this Web site and to review the 
frequently asked questions found on 
this Web site. 

Comment: Many commenters stated 
they were pleased the Congress 
extended PQRI and authorized a 2.0 
percent incentive payment for 2009, but 
others noted that the incentive payment 
was not enough to outweigh the burden 
of participating or noted concern about 
the number of ‘‘quality and efficiency’’ 
measures imposed on physicians 
without evidence of improved health 
outcomes, health status, and reduced 
system costs. One commenter 
recommended that we base the 
incentive payment on RVUs rather than 
the amount billed to Medicare. 

Response: We do not have the 
authority to change the basis for 
calculation of the incentive payment. 
Section 1848(m)(1) of the Act, as 
redesignated and amended by the 
MIPPA, authorizes us to make incentive 
payments for satisfactorily reporting 
data on quality measures for covered 
professional services furnished by 
eligible professionals during the 2009 
PQRI reporting period equal to 2.0 
percent of the estimated total allowed 

charges for all covered professional 
services furnished during the reporting 
period that are submitted no later than 
2 months after the end of the reporting 
period. However, we are committed to 
exploring and supporting practical, 
effective mechanisms for quality-of-care 
data submission that promote efficiency 
by streamlining participants’ and our 
data collection and handling. As such, 
and as described below in this section 
of the final rule with comment period, 
we have developed and are 
implementing options for registry-based 
submission of quality measures data and 
plan to implement options for EHR- 
based submission of quality measures 
data after some additional testing. 

In addition, we have increased the 
number of measures groups and 
individual PQRI quality measures 
available for the 2009 PQRI in an effort 
to expand opportunities for eligible 
professionals to participate in PQRI. 

Comment: We received many 
comments urging us to ensure that all 
eligible professionals have meaningful 
opportunities to participate in the PQRI. 
Some commenters were specifically 
concerned that funding for the Quality 
Insights of Pennsylvania (QIP) project to 
develop nonphysician quality measures 
has ended and hoped that CMS will 
continue to extend funding in the future 
for the development and 
implementation of quality measures for 
nonphysicians as well as to move 
measures already developed by the QIP 
through the NQF endorsement and/or 
AQA approval process. 

Several commenters were also 
concerned that therapists who work in 
certain outpatient settings (for example, 
acute care hospitals, skilled nursing 
facilities, comprehensive outpatient 
rehabilitation facilities, or rehabilitation 
agencies) are unable to participate in 
PQRI since they do not use the 1500 or 
837–P claim form and instead submit 
claims on the UB–04 or 837–I form 
where there is no place to report the 
individual National Provider Identifier 
(NPI) of the eligible professional 
furnishing the service. The commenters 
recommended registry-based 
alternatives for PQRI participation. 

A few commenters noted that 
pathologists who bill via independent 
laboratories are also not able to 
participate in the PQRI because we are 
not yet able to capture this billing 
situation. 

Response: We agree with the goal of 
providing as many eligible professionals 
the opportunity to participate in the 
PQRI as is practical and feasible. As we 
stated in the CY 2009 PFS proposed rule 
(73 FR 36566), one of the considerations 
we employed in the selection of 

measures for the 2009 PQRI is to select 
measures that increase the scope of 
applicability of measures to services 
furnished to Medicare beneficiaries and 
expand opportunities for eligible 
professionals to participate in PQRI. We 
seek to increase the circumstances 
where eligible professionals have at 
least three measures applicable to their 
practice. 

For the 2008 PQRI, we supported, via 
contract with QIP, the development of 
structural measures and measures 
applicable to a broad cross-section of 
PQRI eligible professionals, including 
some NPPs who had few or no measures 
available in the 2007 PQRI. We 
prioritized development of these 
measures available or otherwise in 
development and on a need to address 
as broad a cross-section of eligible 
professions or specialties as possible 
within the limited volume of measures 
for which we could support 
development in time for inclusion in the 
2008 PQRI. As the contracted measure 
developer, QIP was responsible for 
supporting the measures through the 
AQA adoption process. CMS funded a 
project with the NQF which reviewed 
the measures for endorsement. 

We plan to continue working to fill 
gaps in available consensus endorsed or 
adopted measures consistent with 
available time and resources. However, 
we largely depend on and encourage the 
development of measures by 
professional organizations and other 
measure developers. Ideally, in the 
future, there will be a sufficient number 
of clinician-level quality measures that 
meet the statutory requirements that 
CMS would be able to just select PQRI 
measures from these existing measures 
rather than needing to fund the 
development of additional clinician- 
level quality measures. 

Regarding the concerns cited by 
therapists unable to participate in PQRI 
since they do not use the 1500 or 837– 
P claim form, we note as we did in the 
CY 2008 PFS final rule with comment 
period (73 FR 66337) that our analysis 
of claims-based alternatives to enable 
participation determined that extensive 
modifications to the claims processing 
systems of CMS and providers would be 
required. Such modifications would 
represent a material administrative 
burden to us and providers and/or 
modifications to the industry standard 
claims formats, which would require 
substantial time to effect via established 
processes and structures that we do not 
maintain or control. 

Our analysis of the two registry-based 
alternatives suggested by the 
commenters indicate that it would be 
possible for therapists in this situation 
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to participate in a registry because there 
are registries ‘‘qualified’’ to participate 
in our 2008 PQRI program that intended 
to report all of the PQRI measures and 
that are open to all eligible professionals 
who would like to participate with 
them. However, it would not be possible 
to calculate an incentive payment for 
the therapists’ participation since our 
claims processing systems do not allow 
us to attribute services furnished by 
therapists who bill through fiscal 
intermediaries to an individual eligible 
professional to calculate the incentive 
amount. As required by section 
1848(1)(A)(ii) of the Act, as redesignated 
and added by the MIPPA, the 2009 PQRI 
incentive must be calculated based on 
each eligible professional’s allowed 
charges for covered professional 
services that are based on or paid under 
the Medicare PFS. Although we are in 
the process of evaluating the impact of 
making the changes to the fiscal 
intermediary claims processing systems 
needed to be able to accept the PQRI 
quality data codes and attribute them to 
an eligible professional, it is unknown 
at this time whether these changes can 
be made without undue burden to our 
systems or what the timeline for 
potential implementation would be. 

Regarding the concern that 
pathologists who bill through 
independent laboratories are unable to 
participate in the PQRI, we note that 
only eligible professionals as defined in 
section 1848(k)(3)(B) of the Act are 
eligible to participate in PQRI. As 
discussed in section II.O1.a.ii. above, 
‘‘eligible professional’’ is defined to 
include physicians, other practitioners 
as described in section 1842(b)(18)(C) of 
the Act, physical and occupational 
therapists, qualified speech-language 
pathologists, and qualified audiologists 
for the purposes of the 2009 PQRI. As 
noted in the comment, independent 
laboratories are suppliers and are 
therefore not eligible to participate in 
PQRI. Pathologists who bill directly to 
Medicare, however, are eligible to 
participate in PQRI. 

Comment: Several commenters noted 
the mechanism for viewing the feedback 
reports was too cumbersome and were 
concerned about the lack of timely 
feedback (both in terms of when the 
feedback reports are received and when 
incentive payments are received). 
Several commenters requested that more 
detailed information be provided in the 
feedback reports so that eligible 
professionals can reconcile CMS’ data 
with their own claims information to 
ensure that codes were submitted 
accurately, captured by the Medicare 
Administrative Contractor (MAC), 
transferred to the PQRI data system, and 

result in meaningful data that 
corresponds to the eligible 
professional’s own experience. 

Response: Although, as discussed in 
sections II.SG.6. and III. of this final rule 
with comment period, section 1848(n) 
of the Act, as added by the MIPPA, 
requires the Secretary to establish a 
Physician Feedback Program to provide 
confidential reports to physicians (and, 
if determined appropriate by the 
Secretary, groups of physicians) that 
measure the resources involved in 
furnishing care to Medicare Part B 
patients, we are not statutorily required 
to provide participants with feedback 
reports on the quality measures data 
submitted for the PQRI and are not 
committing to provide feedback reports 
for claims-based submission of quality 
measures data for the 2009 PQRI. For 
registry-based reporting in 2009, we 
would rely on the participating 
registries to provide feedback to 
participating eligible professionals. 

We do, however, understand the 
value of receiving meaningful feedback 
reports and, to the extent that we 
continue to provide PQRI participants 
with feedback reports for claims-based 
submission of quality measures data for 
the 2009 PQRI, we will consider such 
concerns as part of our ongoing dialogue 
with stakeholders in order to 
collaboratively identify ways to enhance 
the program’s value to its participants 
and to the Medicare program. We note 
though that information on all aspects of 
care billed to Medicare, including 
quality data codes, is found on the 
remittance advice that eligible 
professionals receive. We urge PQRI 
participants to review the information 
received on the remittance advice along 
with their own records (such as their 
own claims information) to ensure that 
PQRI quality information is being 
accurately submitted and captured on 
claims. We also note that 2007 was the 
first broad scale implementation of 
quality data submission through the 
claims process. We are aware that 
practice management systems have the 
capability to analyze information 
received on the remittance advice. We 
anticipate that practice management 
systems may be adapted in the future for 
analysis of quality data code 
submission, as well. Such systems could 
provide contemporaneous feedback and 
analysis for physicians. 

With respect to the timeframe when 
incentive payments are received, it is 
unlikely that we will be able to issue 
incentive payments for participation in 
PQRI for a particular year much sooner 
than the middle of the following year 
because of the way in which the 
incentive payments are calculated. The 

incentive payments are calculated based 
on the total estimated allowed charges 
for the reporting period. As required by 
section 1848(m)(1)(A)(ii) of the Act, as 
redesignated and added by the MIPPA, 
we must wait until 2 months after the 
end of the reporting period to allow 
eligible professionals to submit claims 
for covered professional services 
furnished during the reporting period. 

Comment: The MIPPA requires that 
by January 1, 2010, the Secretary shall 
establish and have in place a process 
under which eligible professionals in a 
group practice shall be treated as 
satisfactorily submitting data on quality 
measures for the PQRI. A few 
commenters welcomed this option and 
offered to assist CMS in defining ‘‘group 
practice.’’ Another commenter noted 
that it would be more cost-effective for 
multi-specialty group practices to 
participate under this new option. 

Response: We welcome the 
commenters’ interest in our plans for 
implementing future enhancements to 
the PQRI based on the MIPPA. However, 
we note that the scope of this section of 
the final rule is limited to the 2009 
PQRI. Our plans for future years’ PQRI, 
including our plans for implementing 
the MIPPA provisions that affect future 
program years, will be discussed in 
future notice and comment rulemaking. 
Thus, commenters can expect to see a 
discussion of our plans for 
implementing the physician group 
practice option for the 2010 PQRI in the 
CY 2010 PFS proposed rule next year. 

b. Satisfactory Reporting Criteria and 
Reporting Periods—Reporting Options 
in the 2009 PQRI 

In the CY 2009 PFS proposed rule (73 
FR 38559), we proposed to define the 
reporting period for the 2009 PQRI as 
the entire year (January 1, 2009– 
December 31, 2009) and proposed two 
alternative reporting periods for 
reporting measures groups and for 
registry-based reporting: (1) January 1, 
2009 through December 31, 2009; and 
(2) July 1, 2009 through December 31, 
2009. 

As discussed in section III. of this 
final rule with comment period, the 
MIPPA defines the reporting period for 
the 2009 PQRI to be the entire year. 
Therefore, for the 2009 PQRI the 
reporting period will be January 1, 2009 
through December 31, 2009. We are 
retaining the two alternative reporting 
periods, which were unaffected by 
MIPPA, for reporting measures groups 
and registry-based reporting (that is, 
January 1, 2009 through December 31, 
2009 and July 1, 2009 through December 
31, 2009) as proposed. These reporting 
periods result in several reporting 
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options available to eligible 
professionals that vary by the reporting 
mechanism selected. The reporting 
mechanisms and criteria for 
satisfactorily reporting quality measures 
data for the 2009 PQRI are described in 
the following section. 

i. Claims-Based Submission of Data for 
Reporting Individual Measures 

Under section 1848(m)(3) of the Act, 
as redesignated and added by the 
MIPPA, the criteria for satisfactorily 
submitting data on individual quality 
measures through claims-based 
submission require the reporting of at 
least three applicable measures in at 
least 80 percent of the cases in which 
the measure is reportable. If fewer than 
three measures are applicable to the 
services of the professional, the 
professional may meet the criteria by 
reporting on all applicable measures 
(that is, one to two measures) for at least 
80 percent of the cases where the 
measures are reportable. It is assumed 
that if an eligible professional submits 
quality data codes for a particular 
measure, the measure applies to the 
eligible professional. These criteria were 
proposed for the January 1, 2009 
through December 31, 2009 reporting 
period. 

We received a few comments on the 
proposed reporting period and criteria 

for satisfactorily submitting quality data 
through claims for reporting individual 
measures, as discussed below. 

Comment: A few commenters 
encouraged CMS to establish alternative 
reporting periods for claims-based 
submission of individual quality 
measures. One commenter specifically 
requested us to extend the alternative 
reporting period of July 1, 2009 through 
December 31, 2009 to eligible 
professionals participating in PQRI 
through claims-based reporting of 
individual quality measures. The 
commenter stated that measures groups 
and/or registries are not always an 
option for eligible professionals. 

Response: We appreciate the 
commenter’s suggestions, which are 
intended to enhance the claims-based 
reporting of individual measures by 
providing greater flexibility. However, 
as discussed above and in section III. of 
this final rule with comment period, the 
MIPPA defines the reporting period for 
the 2009 PQRI to be the entire year and, 
as discussed in section II.O1.a.i. above, 
the MMSEA authorizes the Secretary to 
establish alternative reporting periods 
for registry-based reporting and for 
reporting on measures groups only. We 
note, however, that for years after 2009, 
the MIPPA authorizes the Secretary to 
revise the reporting period for claims- 
based submission of quality measures 

data if it is determined that such 
revision is appropriate, produces valid 
results on measures reported, and is 
consistent with the goals of maximizing 
scientific validity and reducing 
administrative burden. 

Additionally, there are registries 
currently participating in the 2008 PQRI 
that report or are able to report all of the 
PQRI quality measures. Alternative 
reporting periods are available for 
registry-based submission of quality 
measures data, which enables all 
eligible professionals who wish to 
participate in PQRI to do so through a 
registry. For the 2008 PQRI, there are 32 
registries ‘‘qualified’’ to submit quality 
measure results and numerator and 
denominator data on quality measures 
on behalf of eligible professionals. 

Based on our review of this comment, 
we are retaining the reporting option for 
claims-based submission of data on 
individual quality measures as 
summarized in Table 11. That is an 
eligible professional can meet the 
criteria for satisfactorily reporting 
quality data by reporting at least three 
applicable measures (or one to two 
measures if fewer than three measures 
apply) for at least 80 percent of the cases 
in which each measure is reportable, 
during January 1, 2009 through 
December 31, 2009. 

TABLE 11—FINAL 2009 PQRI CLAIMS-BASED REPORTING OPTIONS FOR INDIVIDUAL MEASURES 

Reporting mechanism Reporting criteria Reporting period 

Claims-based reporting .............................. At least 3 PQRI measures, or 1–2 measures if less 
than 3 apply to the eligible professional, for 80 per-
cent of applicable Medicare Part B FFS patients of 
each eligible professional.

January 1, 2009–December 31, 2009. 

ii. Satisfactory Reporting of Data on 
Quality Measures and Reporting Periods 
for Measures Groups, Through Claims- 
Based Reporting and Registry-Based 
Reporting 

As described in the CY 2009 PFS 
proposed rule, section 101(c)(5)(F) of 
the MIEA–TRHCA, as added by the 
MMSEA and redesignated by the MIPPA 
as section 1848(m)(5)(F) of the Act, 
requires that the Secretary establish 
alternative reporting periods and 
alternative criteria for satisfactorily 
reporting groups of measures. In 
establishing these alternatives, we have 
labeled these groups of measures 
‘‘measures groups.’’ We define 
‘‘measures groups’’ as a subset of PQRI 
measures that have a particular clinical 
condition or focus in common. The 
denominator definition and coding of 
the measures group identifies the 
condition or focus that is shared across 

the measures within a particular 
measures group. 

For the 2009 PQRI, we proposed to 
expand the available measures groups to 
a total of nine measures groups. We 
proposed to carry forward three of the 
four 2008 measures groups for the 2009 
PQRI: (1) Diabetes Mellitus; (2) Chronic 
Kidney Disease (CKD); and (3) 
Preventive Care. In addition, we 
proposed to add six new measures 
groups for the 2009 PQRI: 

(1) Coronary Artery Bypass Graft 
(CABG) Surgery; 

(2) Coronary Artery Disease (CAD); 
(3) Rheumatoid Arthritis; 
(4) Human Immunodeficiency Virus 

(HIV)/Acquired Immune Deficiency 
Syndrome (AIDS); 

(5) Perioperative Care; and 
(6) Back Pain. 
We proposed to allow measures 

groups to be reported through claims- 

based or registry-based submission for 
the 2009 PQRI. 

We proposed that the form and 
manner of quality data submission for 
2009 measures groups would be posted 
on the PQRI section of the CMS Web 
site at http://www.cms.hhs.gov/pqri no 
later than December 31, 2008, and will 
detail specifications and specific 
instructions for reporting measures 
groups via claims and registry-based 
reporting. 

The final 2009 PQRI measures groups 
and the measures selected for inclusion 
in each of the 2009 measures groups are 
listed in section II.O1.d.v. of this final 
rule with comment period. 

We proposed (73 FR 38561) 
establishing three options for 
satisfactorily reporting measures groups 
using claims-based reporting and three 
options for satisfactorily reporting 
measures groups using registry-based 
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submission for the 2009 PQRI. We 
proposed two basic criteria for 
satisfactory reporting of measures 
groups for both claims-based 
submission and registry-based 
submission. For claims-based reporting, 
the two criteria were: 
(1) The reporting of quality data for 30 
consecutive Medicare Part B FFS 
patients for one measures group for 
which the measures group is applicable 
during a full-year reporting period; or 
(2) the reporting of quality data for at 
least 80 percent of Medicare Part B FFS 
patients for whom the measures group 
is applicable (with a minimum number 
of patients commensurate with the 
reporting period duration). For registry- 
based submission, the two criteria were: 
(1) The reporting of quality measures 
results and numerator and denominator 
data for 30 consecutive patients for one 
measures group for which the measures 
group is applicable during a full-year 
reporting period; or (2) the reporting of 
quality measures results and numerator 
and denominator data for at least 80 
percent of patients for whom the 
measures group is applicable (with a 
minimum number of patients 
commensurate with the reporting period 
duration). 

We proposed that the 30 consecutive 
patients reporting criteria apply only to 
the entire year (January 1, 2009 through 
December 31, 2009) reporting period, 
but would apply to both claims-based 
submission and registry-based 
submission mechanisms. 

We proposed that the alternative 
criteria for measures groups based on 
reporting on 80 percent of patients for 
which one measures group would be 
applicable for the January 1, 2009 
through December 31, 2009 reporting 
period (with a minimum of 30 patients) 
and to the July 1, 2009 through 
December 31, 2009 reporting period 
(with a minimum of 15 patients). These 
alternative criteria would also be 
applicable for either claims-based or 
registry-based reporting of measures 
groups. 

In the CY 2009 PFS proposed rule (73 
FR 38561), we requested comments on 
the proposed use of the consecutive 
patient reporting criteria and on the use 
of 30 consecutive patients (for claims- 
based reporting, the consecutive 
patients must all be Medicare FFS 
patients) as the required minimum 
sample under these criteria during the 
full-year 2009 reporting period. 

We received numerous comments on 
the proposed alternative reporting 
periods and alternative criteria for 
satisfactory reporting of data on 
measures groups, including the 
proposed use of the consecutive patient 

reporting criteria and proposed use of 
30 consecutive patients. These 
comments are summarized and 
addressed below. 

Comment: Some commenters 
suggested that we establish general rules 
governing measures groups reporting 
involving multiple providers from 
separate entities. 

Response: To qualify for the PQRI 
incentive, each individual professional 
must separately qualify, based on the 
criteria for reporting measures groups 
and the services rendered by the 
individual professional. The reporting 
by other professionals and the 
establishment of rules relating to the 
reporting of multiple providers from 
separate entities is not germane to 
satisfactory reporting at the individual 
level. Each individual professional must 
qualify based on that individual’s 
satisfactory reporting. No later than 
December 31, 2008, we will post the 
detailed specifications and specific 
instructions for reporting measures 
groups at http://www.cms.hhs.gov/pqri. 
This document is intended to promote 
an understanding of how to implement 
and facilitate satisfactory reporting of 
quality measures results and numerator 
and denominator data by individual 
eligible professionals who wish to 
participate in PQRI via measures group 
reporting. 

Comment: Many commenters strongly 
supported the continued use of 
measures groups, the expansion of 
measures groups, registry-based 
submissions of measures groups, and 
alternative reporting periods for 
measures groups. 

Response: We are pleased that many 
commenters are supportive of the 
measures groups concept, the expansion 
of measures groups, registry-based 
submissions for measures groups, and 
alternative reporting periods. These 
options provide for program efficiency, 
flexibility and opportunities for 
physicians and other eligible 
professionals to more broadly 
demonstrate their clinical performance 
for particular services and provide a 
better basis for comparison among 
professionals. We plan to continue a 
dialogue with stakeholders to discuss 
opportunities for program efficiency and 
flexibility. 

Comment: Many commenters were in 
support of the 30 consecutive patient 
reporting option for the full year 2009 
reporting period. One commenter noted 
that a sample consisting of consecutive 
patients would result in a nonrandom 
sample of patients. Another commenter 
requested clarification on which 30 
patients should be included in the 
consecutive patient sample. 

Response: We are pleased that many 
commenters found the 30 consecutive 
patient reporting option to be useful and 
were supportive of this option. We agree 
that a sample of 30 consecutive patients 
would be a nonrandom sample, but it is 
our intention to allow physicians and 
other eligible professionals greater 
flexibility and opportunities to 
participate in PQRI. In addition, 
requiring consecutive patients would 
prevent eligible professionals from 
being able to selectively report cases to 
enhance their performance rates. 

While we do not have the results of 
the 2008 PQRI reporting, we believe that 
a minimum sample size of 30 
consecutive patients is sufficient to 
calculate comparable performance rates 
across eligible professionals furnishing 
comparable services. Patient sample 
sizes of 30 are commonly considered to 
be a reasonable minimum threshold for 
being able to reliably report health care 
performance measurement results. 
Results from our Better Quality 
Information for Medicare Beneficiaries 
(BQI) pilot project indicate that 
minimum patient sample sizes of 
between 30 through 50 patients per 
physician are needed to make reliable 
distinctions between physicians’ 
performance. (Delmarva Foundation for 
Medical Care. Enhancing Physician 
Quality Performance Measurement and 
Reporting Through Data Aggregation: 
The BQI Project. October 2008.) We 
expect additional experience with PQRI 
reporting to clarify optimal sample sizes 
and reporting criteria for use in future 
reporting periods. We will continually 
evaluate our policies on sampling and 
notify the public through future notice 
and comment rulemaking if we make 
substantive changes. As we evaluate our 
policies, we plan to continue a dialogue 
with stakeholders to discuss 
opportunities for program efficiency and 
flexibility. 

As described in Table 12, for claims- 
based reporting of measures groups, 
eligible professionals wishing to report 
data on measures groups using the 
consecutive patient criteria should 
include only Medicare Part B FFS 
patients in the consecutive patient 
sample. For registry-based reporting of 
measures groups, eligible professionals 
wishing to report data on measures 
groups using the consecutive patient 
criteria may include some non-Medicare 
FFS patients. However, there must be 
more than one Medicare Part B FFS 
patient included in this patient sample 
as well. 

Comment: We received a large volume 
of comments in support of 
discontinuing the 15 consecutive 
patients for a 6-month reporting period 
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(that is, July 1 through December 31). 
We also received a few comments 
suggesting we continue the option of 
allowing eligible professionals to report 
data on 15 consecutive patients for a 6- 
month reporting period. 

Response: Unlike in the 2008 PQRI, 
we will not include a reporting option 
for 15 consecutive patients for a 6- 
month reporting period. While we do 
not have the results of the 2008 
reporting, we are concerned that 
samples of fewer than 30 consecutive 
patients may be insufficient to calculate 
comparable performance rates across 
eligible professionals furnishing 
comparable services. We expect 
additional experience with PQRI 
reporting to clarify optimal sample sizes 
and reporting criteria for use in future 
reporting periods. 

Comment: We received comments 
recommending that, regardless of the 
reporting mechanism selected, the 
criteria for satisfactorily reporting data 
on measures groups and individual 
quality measures be expanded to 
include the reporting data on measures 
groups and/or individual quality 
measures for 100 percent of patients for 
whom the measures group and/or 
individual quality measures are 
applicable. One commenter thought that 
we should specifically require eligible 
professionals who report via registries to 
report on 100 percent of their eligible 
patients. Another commenter suggested 
that for the option to report on 80 
percent of patients for registry-based 
reporting of measures groups we accept 
quality measures results and numerator 
and denominator data on quality 
measures on all patients, regardless of 
payer, rather than quality measures 
results and numerator and denominator 
data on quality measures on Medicare 
Part B FFS beneficiaries only. The 
commenter, however, opposed requiring 
a minimum number of Medicare FFS 
patients be included in the data 
submitted from the registry. Another 
commenter thought that registry 
reporting and claims-based reporting 
requirements should be the same. 

Response: While we would encourage 
eligible professionals to report data on 
measures groups and/or individual 
quality measures for all patients who 
qualify for a measure they are reporting 
and eligible professionals are not 
precluded from reporting data on 
measures groups and/or individual 
quality measures for 100 percent of their 
eligible patients, satisfactory reporting 

was established by the MIEA–TRHCA to 
include reporting in at least 80 percent 
of the cases for which the respective 
measure is reportable. Analysis of the 80 
percent reporting threshold has 
indicated it to be a sufficiently large 
sample size to be representative of an 
eligible professional’s patient 
population. That is, 80 percent is a 
sufficiently large reporting rate that the 
performance rates calculated from the 
80 percent sample are substantially the 
same as the performance rates 
calculated from 100 percent of 
applicable cases. Although a 100 
percent sample of cases for which 
individual quality measure or measures 
groups are applicable would eliminate 
any sampling error, requiring 100 
percent reporting of applicable cases 
would cause eligible professionals to be 
ineligible for an incentive payment 
based on a failure to report data on a 
single missed case that falls into the 
quality measure’s denominator. 

Additionally, the 80 percent reporting 
criteria for individual quality measures 
is statutorily required through 2009 for 
individual quality measures reported 
through claims. While the Secretary is 
authorized to establish a different 
reporting threshold for measures groups 
and registry-based reporting, we believe 
that it is necessary and desirable to 
maintain consistency and to achieve a 
balance amongst the reporting options 
in order to promote a successful 
program. 

With respect to requiring a minimum 
number of Medicare Part B FFS patients 
in the sample for registry-based 
reporting options for reporting on 
measures groups for at least 80 percent 
of applicable cases, our primary interest 
is in improving the quality of care 
Medicare beneficiaries receive. If we do 
not specify a minimum number of 
Medicare Part B FFS on which eligible 
professionals should report, it is feasible 
that an eligible professional could meet 
the 80 percent threshold by treating just 
one or two beneficiaries. Thus, for those 
eligible professionals who treat few 
Medicare beneficiaries, the sample size 
would be too small to do any 
meaningful analysis of the eligible 
professional’s performance on that 
particular measure even though the 
sample consists of 80 percent of the 
eligible professional’s Medicare 
beneficiaries to whom the measure 
applies. 

Comment: One commenter suggested 
that registries ‘‘facilitate quality 

measures reporting for measures groups 
reporting regardless of the relationship 
of the reporting provider to the 
registry.’’ The commenter suggested that 
we further clarify that in order to 
become qualified to submit quality 
measures results and numerator and 
denominator data on quality measures 
to the PQRI on behalf of eligible 
professionals, a registry must assure a 
mechanism by which multiple 
providers who collectively report the 
individual measures comprising a 
measures group can do so and that there 
are no barriers to the reporting of such 
information by any provider regardless 
of the provider’s relationship to the 
registry. 

Response: Registries provide an 
alternative to claims-based reporting. 
Regardless of the reporting mechanism 
(that is, claims or registries), there is no 
provision for reporting by multiple 
professionals under the PQRI since each 
individual eligible professional must 
separately meet the criteria for 
satisfactory reporting of PQRI quality 
measures. Registries have no 
responsibility to establish a relationship 
with any particular professional. An 
eligible professional who does not have 
a relationship with a qualified registry 
has the option of submitting data on 
measures groups through claims or 
establishing a relationship with a 
qualified registry unless he or she 
wishes to report the CABG surgery 
measures group. The measures in the 
CABG surgery measures group are 
reportable only through a registry. 

Comment: One commenter thought 
we should allow satisfactory reporting 
of measures groups via registries to 
count for 2 years of PQRI reporting. 

Response: Our statutory authority 
authorizes an annual PQRI program. For 
each year, there are established specific 
reporting periods and reporting criteria. 
The incentive payment for PQRI must 
be for covered professional services 
furnished during a given reporting 
period. We do not have the authority to 
allow satisfactory reporting of measures 
groups via registries for a 1-year 
reporting period to count as satisfactory 
reporting for another year or reporting 
period. 

Based on the comments received, we 
are finalizing the six options proposed 
for satisfactorily reporting on measures 
groups as described in Table 12. The 
details of the requirements for registries 
are contained in section II.O1.b.iii. 
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TABLE 12—FINAL 2009 PQRI REPORTING OPTIONS FOR MEASURES GROUPS 

Reporting mechanism Reporting criteria Reporting period 

Claims-based reporting .............................. One Measures Group for 30 Consecutive Medicare 
Part B FFS Patients.

January 1, 2009–December 31, 2009. 

Claims-based reporting .............................. One Measures Group for 80 percent of applicable 
Medicare Part B FFS patients of each eligible profes-
sional (with a minimum of 30 patients during the re-
porting period).

January 1, 2009–December 31, 2009. 

Claims-based reporting .............................. One Measures Group for 80 percent of applicable 
Medicare Part B FFS patients of each eligible profes-
sional (with a minimum of 15 patients during the re-
porting period).

July 1, 2009–December 31, 2009. 

Registry-based reporting ............................ One Measures Group for 30 Consecutive Patients. Pa-
tients may include, but may not be exclusively, non- 
Medicare patients.

January 1, 2009–December 31, 2009. 

Registry-based reporting ............................ One Measures Group for 80% of applicable Medicare 
Part B FFS patients of each eligible professional 
(with a minimum of 30 patients during the reporting 
period).

January 1, 2009–December 31, 2009. 

Registry-based reporting ............................ One Measures Group for 80% of applicable Medicare 
Part B FFS patients of each eligible professional 
(with a minimum of 15 patients during the reporting 
period).

July 1, 2009–December 31, 2009. 

While claims are submitted to CMS 
on Medicare patients only (for claims- 
based reporting), the 30 consecutive 
patients option for registry-based 
submission for the January 1, 2009 
through December 31, 2009 reporting 
period may include some, but may not 
be exclusively, non-Medicare patients. 
We include this limited option to report 
quality measures results and numerator 
and denominator data on quality 
measures that includes non-Medicare 
patients for registry-based submission 
because of the desirability of assessing 
the overall care provided by a 
professional rather than just that 
provided to a certain subset of patients, 
and the benefit of having a larger 
number of patients on which to assess 
quality. 

iii. Registry-Based Submission for 
Reporting Individual Measures 

As discussed in the CY 2009 PFS 
proposed rule (73 FR 38562), section 
101(c)(5)(F) of the MIEA–TRHCA, as 
added by MMSEA and redesignated by 
the MIPPA as section 1848(m)(5)(F) of 
the Act, requires us to establish 
alternative criteria for satisfactorily 
reporting PQRI quality measures data 
through medical registries. For 2009, we 
proposed that eligible professionals 
would be able to report 2009 PQRI 
quality measures results and numerator 
and denominator data on quality 
measures through a qualified clinical 
registry by authorizing or instructing the 
registry to submit quality measures 
results and numerator and denominator 
data on quality measures to CMS on 
their behalf (73 FR 38562). Similar to 
the 2008 PQRI, we proposed (73 FR 

38562) that the data to be submitted for 
the 2009 PQRI would include the 
reporting and performance rates on 
PQRI measures or PQRI measures 
groups, as well as the numerators and 
denominators for the reporting rates and 
performance rates. 

For the 2009 PQRI, we proposed (73 
FR 38562) to continue the PQRI 
reporting criteria for satisfactorily 
reporting through registry-based 
submission of 3 or more individual 
PQRI quality measures data that are 
described in the ‘‘2008 PQRI: 
Establishment of Alternative Reporting 
Periods and Reporting Criteria’’ 
document (http://www.cms.hhs.gov/ 
PQRI/Downloads/ 
2008PQRIalterrptperiods.pdf). That is, 
we proposed to accept quality measures 
results and numerator and denominator 
data on quality measures from registries 
that qualify as data submission vendors. 
We proposed that these criteria would 
be available for each of the two 
alternative reporting periods. 

We also proposed (73 FR 38563) to 
require registries to complete a self- 
nomination process based on meeting 
specific technical and other 
requirements to submit on behalf of 
eligible professionals pursuing incentive 
payment for reporting clinical quality 
information on services furnished 
during 2009 for reporting both on 
individual measures and measures 
groups. We proposed that this self- 
nomination would be required 
regardless of whether or not the registry 
participated in any way in PQRI in 2008 
(73 FR 38563). 

In the CY 2008 PFS proposed rule (73 
FR 38564), we requested comments on 

the proposed options for registry-based 
PQRI reporting of data on measures and 
measures groups for services furnished 
in 2009. We received several comments 
on the proposed options for registry- 
based PQRI reporting of data on 
measures and measures groups for 
services furnished in 2009. Comments 
related to the proposed options for 
registry-based PQRI reporting of data on 
measures groups were summarized and 
addressed above in section II.O1.b.ii of 
this final rule with comment period. A 
summary of the comments received 
related to our proposed use of registries 
and the proposed options for registry- 
based PQRI reporting of data on 
individual quality measures and our 
responses to those comments are 
discussed below. 

Comment: We received numerous 
comments in support of continuing to 
allow registries to report quality 
measures results and numerator and 
denominator data on quality measures 
to CMS on behalf of eligible 
professionals who submit quality data to 
them. Some commenters thought 
permitting registry reporting would 
allow us to better track patient outcomes 
by looking at results over a period of 
time rather than only track processes of 
care and that registry reporting is less 
burdensome. Additionally, one 
commenter suggested we allow those 
registries that were ‘‘qualified’’ to report 
to PQRI in 2008 be ‘‘qualified’’ to report 
to PQRI in 2009. 

Response: For the 2009 PQRI, we are 
finalizing our proposal to accept quality 
measures results and numerator and 
denominator data on quality measures 
from registries as described in the 
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proposed rule (73 FR 38562 through 
38564). The specifications and 
qualifications for registries to participate 
in the 2009 PQRI will be listed on the 
PQRI section of the CMS Web site at 
http://www.cms.hhs.gov/pqri under the 
reporting tab, by November 15, 2008. 

Based on the commenter’s suggestion 
that registries that were ‘‘qualified’’ to 
report to PQRI in 2008 be ‘‘qualified’’ to 
report to PQRI in 2009, registries that 
were ‘‘qualified’’ for 2008 will not need 
to be ‘‘re-qualified’’ for 2009 unless they 
are unsuccessful at submitting PQRI 
data for 2008 (that is, fail to submit 2008 
PQRI data per the 2008 PQRI registry 
requirements). By March 31, 2009, 
registries that were ‘‘qualified’’ for 2008 
and wish to continue to participate in 
2009 should indicate their desire to 
continue participation for 2009 and 
their compliance with the 2009 PQRI 
registry requirements using the process 
described below. 

If a qualified 2008 registry is 
unsuccessful at submitting 2008 PQRI 
data (that is, fails to submit 2008 PQRI 
data per the 2008 PQRI registry 
requirements), the registry will need to 
go through the full qualification process 
similar to the qualification process that 
took place for the 2008 PQRI. By March 
31, 2009, registries that are unsuccessful 
submitting quality measure results and 
numerator and denominator data for the 
2008 PQRI will need to be able to meet 
the specifications listed below and in 
the document on the Web site and send 
a letter of self-nomination to us. 

Registries that were not qualified for 
the 2008 PQRI will need to be able to 
meet the specifications listed below and 
in the document on the Web site and 
send a letter of self-nomination to us by 
January 31, 2009. 

Comment: One comment supported 
registry use if they were open to all 
providers. 

Response: We assume that by 
‘‘providers’’ the commenter was 
referring to eligible professionals. As we 
stated previously, registry reporting is 
voluntary. There are ‘‘qualified’’ 
registries in our 2008 PQRI program that 
intend to report all of the PQRI 
measures. These registries are accepting 
eligible professionals who wish to sign 
up as new clients of the registry and are 
open to all eligible professionals who 
would like to participate with them. 
There may be costs associated with 
participating through registries but this 
is outside of the purview of PQRI. 

We note that although registries are 
not required to report all PQRI 
measures, eligible professionals who 
wish to report PQRI quality measures 
data through registries are required to 
report on at least 3 quality measures 

when reporting on individual quality 
measures or to report all measures in at 
least one measures group when 
reporting on measures groups. Thus, the 
eligible professional is responsible for 
ensuring that the registry that he or she 
selects has the ability to report the 
measures that the eligible professional 
intends to report for PQRI. 

Comment: We received one comment 
requesting eligible professionals with 
only 1 or 2 measures to be able to report 
via registries. 

Response: We did not propose to 
allow registry reporting of 1 or 2 
measures if less than 3 measures apply. 
Analytically it would be difficult to 
implement in that if an eligible 
professional submits fewer than 3 
measures via registries, we would not 
know whether the eligible professional 
did so because only 2 measures applied 
or because the registry only accepts data 
for 2 of the provider’s measures and he 
or she is reporting their third measure 
via claims. The amount of cross- 
checking via different submission 
options that would be necessary makes 
it impractical to implement the 
commenter’s suggestion. 

Comment: A few comments were 
received regarding the process for 
correcting data that was sent in via 
registries that is incorrect. 

Response: We highly discourage 
eligible professionals from changing 
data once it is submitted to CMS from 
the registry. Allowing data to be 
resubmitted for one or more 
professionals would not only be time- 
consuming and delay reports and 
payment, but it could also result in 
duplicating or erroneously leaving out 
some professionals’ quality measures 
results and/or numerator and 
denominator data on quality measures. 

Comment: Two commenters requested 
that we specify what constituted an 
acceptable validation strategy for 
registries. 

Response: As a result of the MMSEA, 
which was enacted in December 2007, 
and modified the PQRI, we 
implemented registry-based submission 
for the 2008 PQRI. Thus, for 2008, we 
required registry vendors to supply CMS 
with their validation strategy that would 
detail how the registry would ensure 
that the data the registry reported to 
CMS was accurate. We found that there 
are several variations for this process 
that registries use. We do not believe we 
have enough experience with registries 
to specify a single validation strategy 
that all should employ and we believe 
we are benefited from allowing a variety 
of such techniques to be employed 
based on our approval at this point. 
Therefore, for the 2009 PQRI, registry 

vendors will again be required to supply 
us with their validation strategy that 
details how the registry would ensure 
that the data the registry reports to us is 
accurate. In addition, we note that 
registries are required to sign an 
attestation statement to CMS vouching 
for the accuracy of the data that they 
submit to CMS on behalf of their eligible 
professionals. 

As we gain more experience with 
registry submission, we would expect to 
further specify through rulemaking 
qualification requirements for registries 
that may include more comprehensive 
validation requirements. As we evaluate 
our policies, we plan to continue a 
dialogue with stakeholders to discuss 
opportunities for program efficiency and 
flexibility. 

Comment: One commenter requested 
that the registry record layout and 
requirements be published by December 
31, 2008. Similarly, many commenters 
requested that the registry record layout 
and requirements be published in this 
final rule with comment period. 

Response: We intend to have the 
requirements posted on the PQRI 
section of the CMS Web site at http:// 
www.cms.hhs.gov/pqri by November 15, 
2008. However, the technical 
specifications (that is, specifications for 
the XML file format that registries 
would need to use to submit PQRI 
quality measures results and numerator 
and denominator data on quality 
measures to CMS) are not finalized and 
will be made available to a registry after 
the registry passes an initial 
qualification process. This will prevent 
registries that cannot satisfy the 
requirements listed on the Web site 
from expending resources trying to meet 
the technical specifications. Meeting 
only the technical specifications would 
not in and of itself qualify the registry 
to participate. 

Comment: A commenter requested 
that CMS work with standards 
development organizations to align our 
measures and specifications for 
registries and EHRs with the standards 
development organizations’ standards. 

Response: We agree with the 
commenter’s suggestion and do actively 
interact with standards development 
organizations. We desire to use such 
standards when available and to 
promote the adoption and use of such 
standards. 

Based on the comments received, the 
2009 reporting options for registry-based 
submission of at least three individual 
PQRI measures are finalized as 
proposed and are listed in Table 13. 
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TABLE 13—FINAL 2009 PQRI REGISTRY-BASED SUBMISSION REPORTING OPTIONS FOR INDIVIDUAL MEASURES 

Reporting mechanism Reporting criteria Reporting period 

Registry-based reporting ............................ At least 3 PQRI measures for 80% of applicable Medi-
care Part B FFS patients of each eligible professional.

January 1, 2009–December 31, 2009. 

Registry-based reporting ............................ At least 3 PQRI measures for 80% of applicable Medi-
care Part B FFS patients of each eligible professional.

July 1, 2009–December 31, 2009. 

As discussed in section II.O1.b.ii. of 
this final rule with comment period, we 
are also establishing the three reporting 
options for registry-based submission of 
quality measures results and numerator 
and denominator data on PQRI 
measures groups summarized in Table 
12. 

To report quality measures results and 
numerator and denominator data on 
quality measures or measures groups 
through registries, eligible professionals 
will need to enter into and maintain an 
appropriate legal arrangement with an 
eligible clinical registry. As we 
described in the CY 2009 PFS proposed 
rule (73 FR 38562), such arrangements 
will provide for the registry’s receipt of 
patient-specific data from the eligible 
professional and the registry’s 
disclosure of quality measures results 
and numerator and denominator data on 
behalf of the eligible professional to 
CMS for the PQRI. Thus, the registry 
would act as a Health Insurance 
Portability and Accountability Act of 
1996 (Pub. L. 104–191) (HIPAA) 
Business Associate and agent of the 
eligible professional. Such agents are 
referred to as ‘‘data submission 
vendors.’’ Such ‘‘data submission 
vendors’’ would have the requisite legal 
authority to provide clinical registry 
data on behalf of the eligible 
professional to the Quality Reporting 
System developed in accordance with 
the statute. The registry, acting as such 
a data submission vendor, will submit 
registry-derived measures information 
to the CMS designated database within 
the Quality Reporting System, using a 
CMS-specified record layout. 

To maintain compliance with 
applicable statutes and regulations, 
including but not limited to the HIPAA, 
our program and its data system must 
maintain compliance with HIPAA 
requirements for requesting, processing, 
storing, and transmitting data. Eligible 
professionals that conduct HIPAA 
covered transactions also must maintain 
compliance with the HIPAA 
requirements. 

To submit on behalf of eligible 
professionals pursuing incentive 
payment for reporting clinical quality 
information on services furnished 
during 2009 for reporting both on 
individual measures and measures 

groups, registries that were ‘‘qualified’’ 
for 2008 will not need to be ‘‘re- 
qualified’’ for 2009 unless they are 
unsuccessful at submitting 2008 PQRI 
data (that is, fail to submit 2008 PQRI 
data per the 2008 PQRI registry 
requirements). Registries that were 
‘‘qualified’’ for 2008 and wish to 
continue to participate in 2009 should 
indicate their desire to continue 
participation for 2009 by submitting a 
letter indicating their continued interest 
in being a PQRI registry for 2009 and 
their compliance with the 2009 PQRI 
registry requirements by March 31, 
2009. Such letters should be sent to: 
2009 PQRI Registry Nomination, Centers 
for Medicare & Medicaid Services, 
Office of Clinical Standards and 
Quality, Quality Measurement and 
Health Assessment Group, 7500 
Security Blvd., Mail Stop S3–02–01, 
Baltimore, MD 21244–1850. 

If a qualified 2008 registry is 
unsuccessful at submitting 2008 PQRI 
data (that is, fails to submit 2008 PQRI 
data per the 2008 PQRI registry 
requirements), the registry will need to 
go through the full self-nomination 
process again. By March 31, 2009, 
registries that are unsuccessful 
submitting quality measure results and 
numerator and denominator data for 
2008 will need to be able to meet the 
specifications listed in this final rule 
with comment period and in the 
document on the Web site and send a 
letter of self-nomination to the above 
address. Registries that were not 
‘‘qualified’’ for 2008 will need to be able 
to meet the specifications listed in this 
final rule with comment period and in 
the document on the Web site and send 
a letter of self-nomination to the above 
address by January 31, 2009. 

As we stated in the CY 2009 PFS 
proposed rule (73 FR 38563), we will 
make every effort to ensure that 
registries that are ‘‘qualified’’ will be 
able to successfully submit quality 
measures results and numerator and 
denominator data on PQRI quality 
measures or measures groups, but we 
cannot assume responsibility for the 
successful submission of data on PQRI 
quality measures or measures groups, by 
the registry. 

The 2009 registry technical 
requirements will be posted on the PQRI 

section of the CMS Web site at http:// 
www.cms.hhs.gov/pqri by November 15, 
2008. In general, to be considered 
qualified to submit individual quality 
measures on behalf of professionals 
wishing to report under the 2009 PQRI, 
a registry must: 

• Have been in existence as of 
January 1, 2009. 

• Be able to collect all needed data 
elements and calculate results for at 
least three measures in the 2009 PQRI 
program (according to the posted 2009 
PQRI Measure Specifications). 

• Be able to calculate and submit 
measure-level reporting rates by NPI/ 
Taxpayer Identification Number (TIN). 

• Be able to calculate and submit 
measure-level performance rates by NPI/ 
TIN. 

• Be able to separate out and report 
on Medicare Fee for Service (Part B) 
patients only. 

• Provide the Registry name. 
• Provide the Reporting period start 

date (covers dates of services from). 
• Provide the Reporting period end 

date (covers dates of services through). 
• Provide the measure numbers for 

the PQRI quality measures on which the 
registry is reporting. 

• Provide the measure title for the 
PQRI quality measures on which the 
registry is reporting. 

• Report the number of eligible 
instances (reporting denominator). 

• Report the number of instances of 
quality service performed (numerator). 

• Report the number of performance 
exclusions. 

• Report the number of reported 
instances, performance not met (eligible 
professional receives credit for 
reporting, not for performance). 

• Be able to transmit this data in a 
CMS-approved XML format. 

• Comply with a secure method for 
data submission. 

• Submit an acceptable ‘‘validation 
strategy’’ to CMS by March 31, 2009. A 
validation strategy ascertains whether 
eligible professionals have submitted 
accurately and on at least the minimum 
number (80 percent) of their eligible 
patients, visits, procedures, or episodes 
for a given measure. Acceptable 
validation strategies often include such 
provisions as the registry being able to 
conduct random sampling of their 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00103 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69828 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

participants’ data, but may also be based 
on other credible means of verifying the 
accuracy of data content and 
completeness of reporting or adherence 
to a required sampling method. 

• Enter into and maintain with its 
participating professionals an 
appropriate legal arrangement that 
provides for the registry’s receipt of 
patient-specific data from the eligible 
professionals, as well as the registry’s 
disclosure of quality measure results 
and numerator and denominator data on 
behalf of eligible professionals who 
wish to participate in the PQRI program. 

• Obtain and keep on file signed 
documentation that each NPI whose 
data is submitted to the registry has 
authorized the registry to submit quality 
measures results and numerator and 
denominator data to CMS for the 
purpose of PQRI participation. This 
documentation must meet the standards 
of applicable law, regulations, and 
contractual business associate 
agreements. 

• Provide CMS access (if requested) 
to review the Medicare beneficiary data 
on which 2009 PQRI registry-based 
submissions are founded. 

• Provide the reporting option 
(reporting period and reporting criteria) 
that the eligible professional has 
satisfied or chosen. 

• Registries must provide CMS an 
‘‘attestation statement’’ which states that 
the quality measure results and 
numerator and denominator data 
provided to CMS are accurate and 
complete. 

In addition to the above, registries 
that wish to submit 2009 quality 
measures information on behalf of their 
participating eligible professionals 
seeking to participate in the 2009 PQRI 
based on satisfying the criteria 
applicable to reporting of measures 
groups must be able to: 

• Indicate whether each eligible 
professional within the registry who 
wishes to submit PQRI using the 
measures groups will be doing so for the 
6- or 12-month period. 

• Base reported information only on 
patients to whom services were 
furnished during the 12-month 
reporting period of January through 
December 2009 or the 6-month reporting 
period of July 2009 through December 
2009. 

• Agree that the registry’s data may be 
inspected by CMS under our health 

oversight authority if non-Medicare 
patients are included in the consecutive 
patient group. 

• Be able to report data on all of the 
measures in a given measures group and 
on either 30 consecutive patients from 
January 1 through December 31, 2009 
(note this consecutive patient count 
must include some Medicare Part B FFS 
beneficiaries) or on 80 percent of 
applicable Medicare Part B FFS patients 
for each eligible professional (with a 
minimum of 30 patients during the 
January 1, 2009 through December 31, 
2009 reporting period or a minimum of 
15 patients during the July 1, 2009 
through December 31, 2009 reporting 
period). 

• If reporting consecutive patients, 
provide the beginning date of service 
that initiates the count of 30 consecutive 
patients. 

• Be able to report the number of 
Medicare Fee for Service patients and 
the number of Medicare Advantage 
patients that are included in the 
consecutive patients reported for a given 
measures group. 

Registries that were ‘‘qualified’’ for 
2008 and wish to continue to participate 
in 2009 must indicate their compliance 
with the above requirements for 2009 at 
the time that they indicate their desire 
to continue participation for 2009. 

We will provide the technical 
specifications (that is, specifications for 
the XML file format that registries 
would need to use to submit PQRI 
quality measures results and numerator 
and denominator data on quality 
measures to CMS) to registries after a 
registry passes an initial qualification 
process for the 2009 PQRI. This will 
prevent registries that cannot satisfy the 
requirements listed on the Web site 
from expending resources trying to meet 
the technical specifications. Meeting 
only the technical specifications would 
not in and of itself qualify the registry 
to participate. 

iv. EHR-Based Submission for Reporting 
Individual Measures 

In addition to the testing of registry- 
based submission, we also described in 
the CY 2009 PFS proposed rule (73 FR 
38564 through 38565) our plans to test 
the submission of clinical quality data 
extracted from EHRs for five 2008 PQRI 
measures and proposed to accept PQRI 
data from EHRs and to pay the incentive 
payment based on that submission for a 

limited subset of the proposed 2009 
PQRI quality measures. 

We proposed to begin accepting 
submission of clinical quality data 
extracted from EHRs on January 1, 2009 
or as soon thereafter as is technically 
feasible, based upon our completion of 
the 2008 EHR data submission testing 
process and our determination that 
accepting data from EHRs on quality 
measures for the 2009 PQRI is practical 
and feasible. We proposed in the CY 
2009 PFS proposed rule (73 FR 38564) 
that the date on which we will begin to 
accept quality data submission on 
services furnished in 2009 would 
depend on having the necessary 
information technology infrastructure 
components and capacity in place and 
ready to accept data on a scale sufficient 
for national implementation of PQRI 
submission through this mechanism. 

We proposed that EHR vendors that 
would like to enable their customers to 
submit data on PQRI that is extracted 
from their customers’ EHRs to the CMS- 
designated clinical warehouse should 
update or otherwise assure that their 
EHR products capture and can submit 
the necessary data elements identified 
for measure specifications and technical 
specifications for EHR-based 
submission. We proposed that we 
would use Certification Commission for 
Healthcare Information Technology 
(CCHIT) criteria and the Healthcare 
Information Technology Standards 
Panel (HITSP) interoperability standards 
where possible and we encouraged 
vendors to do so also. We encouraged 
the use of EHRs that have been certified 
by the CCHIT for data submission, but 
recognized that there would be some 
eligible professionals who are using 
systems in specialties for which there 
are no appropriate CCHIT certified EHR 
systems, or who purchased and 
implemented their EHR prior to the 
availability of CCHIT certification. 

We proposed as criteria for 
satisfactory submission of data for 
quality measures for covered 
professional services by EHR-based 
submission for the 2009 PQRI the same 
criteria for satisfactory reporting and the 
same reporting period that we proposed 
for claims-based submission of data for 
individual 2009 PQRI measures. The 
proposed reporting criteria for EHR- 
based submission of individual PQRI 
measures are summarized in Table 14. 
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TABLE 14—PROPOSED 2009 PQRI EHR-BASED SUBMISSION REPORTING OPTIONS FOR INDIVIDUAL MEASURES 

Reporting mechanism Reporting criteria Reporting period 

EHR-based reporting .................................. At least 3 PQRI measures, or 1–2 measures if less 
than 3 apply to the eligible professional, for 80% of 
applicable Medicare Part B FFS patients of each eli-
gible professional.

January 1, 2009–December 31, 2009. 

In the CY 2008 PFS proposed rule (73 
FR 38565), we invited comments on the 
proposed use of EHR-based data 
submission for PQRI. We received 
numerous comments on the proposed 
use of EHR-based data submission for 
PQRI, which are summarized and 
addressed below. 

Comment: We received many 
comments in favor of accepting quality 
measures data through EHRs in 2009. 
These commenters cited EHRs as a 
means for increasing PQRI participation 
and being able to report more accurate 
data. There were a few commenters 
who, while favoring EHR data 
submission in general, thought that it 
was premature to begin this process in 
2009. 

Response: We proposed to begin EHR 
data submission for PQRI in 2009 based 
on anticipation that we would have 
sufficient testing completed to be 
confident that systems would be in 
place and operational by January 1, 
2009. At this point, the testing process 
is incomplete. As a result, we agree with 
the commenter’s suggestion that it is 
premature to begin EHR submission as 
part of the 2009 PQRI. Rather, we 
believe that it is more prudent to allow 
the 2008 testing process to be 
completed. 

Furthermore, we are aware of the 
importance of promoting and aligning 
with the work of health information 
technology (HIT) standards 
development organizations. By 
postponing implementation of EHR 
submissions for PQRI, we believe this 
alignment with and promotion of the 
adoption and uses of HIT standards will 
be enhanced. 

Finally, we believe it would benefit 
eligible professionals to know in 
advance of the start of a PQRI reporting 
period which EHR vendors are qualified 
to submit clinical quality data extracted 
from their EHR to CMS. At this point, 
we would be unable to identify such 
vendors in view of the incomplete 
testing process. 

Rather than implement EHR reporting 
for the 2009 PQRI, and in order to 
prepare for possible implementation of 
EHR reporting for the 2010 PQRI, we 
will complete the 2008 testing and 
continue additional testing in 2009. In 
addition, upon completion of 

satisfactory testing, we intend to qualify 
EHR vendors and their specific products 
to submit clinical quality data extracted 
from their EHR products to the CMS 
quality data warehouse. As vendors 
qualify, we would post the names on the 
PQRI section of the CMS Web site at 
http://www.cms.hhs.gov/pqri for 
informational purposes. 

It should be noted, however, that 
qualification of vendors for EHR data 
submission does not assure that we will 
include EHR data submission as an 
option for satisfactorily reporting data 
on quality measures for the 2010 PQRI. 
Rather, this will be the subject of future 
notice and comment rulemaking. 

The process we will use to qualify 
EHR vendors and their specific products 
is described below. 

Comment: One commenter suggested 
we allow non-CCHIT certified EHRs to 
submit data to PQRI. 

Response: We are not planning to 
accept data via EHRs for purposes of 
satisfactorily reporting data on quality 
measures in the 2009 PQRI and instead 
will only continue testing in the 2009 
PQRI. We do not intend to limit testing 
to CCHIT certified EHRs given the fact 
that relevant certification standards may 
not yet have been adopted. Any EHR 
quality data submission will be required 
to comply with all current regulations 
regarding security, privacy, and HIPAA. 

Comment: A few commenters 
suggested allowing EHRs to report 
quality measures data on measures 
groups. 

Response: We did not propose this 
option because of our concerns with the 
feasibility of such reporting. In addition, 
as discussed previously, we are not 
including EHR reporting for the 2009 
PQRI as an option but instead will 
continue testing during 2009. 

Comment: A commenter was 
concerned that CMS does not 
inadvertently facilitate anti-competitive 
behavior by allowing reporting of 
information on quality measures via 
EHRs. 

Response: We are unclear as to how 
allowing quality data reporting through 
EHRs could result in anti-competitive 
behavior. 

Comment: A few commenters 
suggested either paying more money so 
that providers can adopt HIT or paying 

more incentives for measures submitted 
electronically. 

Response: We are authorized by 
statute to provide incentive payments in 
2009 to eligible professionals who 
satisfactorily report PQRI quality 
measures data and/or who are 
successful electronic prescribers only. 
We lack specific authority to pay 
eligible professionals more incentives 
for the adoption of HIT or for measures 
submitted electronically. 

The basis for the calculation of the 
incentive payment for PQRI is also 
statutorily defined and previously 
discussed. We do not have the authority 
to modify the amount of payments to 
promote particular objectives, nor to 
base the incentive payments for PQRI on 
using an electronic means of 
submission. As identified in section 
II.O1.d.i. below, we note that one of the 
structural measures selected for 
inclusion in the 2009 PQRI is an HIT 
measure (Measure #124). Thus, an 
eligible professional who reports this 
measure along with meeting the other 
criteria for satisfactorily reporting for 
the 2009 PQRI can earn an additional 
2.0 percent of their estimated total 
allowed charges for covered 
professional services furnished during 
the 2009 PQRI reporting period for their 
adoption and use of HIT. 

Additionally, as described in section 
II.O2. of this final rule with comment 
period, we are authorized to pay a 2.0 
percent incentive payment for eligible 
professionals who are successful 
electronic prescribers in 2009. The 2.0 
percent incentive payment for 
successful electronic prescribers is a 
separate incentive payment from the 2.0 
percent incentive payment authorized 
for satisfactory reporting of quality 
information for the 2009 PQRI. 

Comment: A few commenters 
requested that we publish the 
submission standards for EHRs as soon 
as possible to allow practitioners and 
vendors adequate time to modify their 
systems by January 1, 2009. In addition, 
several commenters requested that the 
final rule specify the procedures and 
requirements that EHR vendors must 
meet to minimize errors in the EHR 
reporting process during the reporting 
period as well as procedures to be 
followed to correct for errors that may 
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occur when the vendor submits data to 
CMS. 

Response: As stated above, we are not 
planning to accept data via EHRs for 
purposes of satisfactorily reporting data 
on quality measures in the 2009 PQRI. 
We intend, however, to continue testing 
in 2009 and to qualify EHR vendors and 
their specific products to submit clinical 
quality data extracted from their EHR 
products to the CMS quality data 
warehouse so that we may potentially 
begin to accept data via EHRs for 
purposes of satisfactorily reporting data 
on quality measures in future PQRI 
reporting. Therefore, by December 31, 
2008, we anticipate posting on the PQRI 
section of the CMS Web site at http:// 
www.cms.hhs.gov/pqri a list of 
requirements that EHR vendors must be 
able to meet in order to self-nominate to 
have their product ‘‘qualified’’ to be able 
to participate in the continued testing 
phase in 2009 and with anticipation that 
such vendors’ systems may be able to 
submit quality measures data in the 
future to CMS for PQRI on behalf of the 
eligible professional(s) using the 
system(s). 

Based on the comments received 
related to our proposal to begin 
accepting data from EHRs for the 2009 
PQRI and our experience thus far with 
testing the EHR reporting mechanism, 
we are not finalizing our proposal to 
allow eligible professionals to submit 
clinical quality data extracted from 
EHRs for purposes of receiving an 
incentive payment for the 2009 PQRI. 
Instead, we will continue to test the 
submission of clinical quality data 
extracted from EHRs in 2009. The 
measures on which specifications are 
available for testing EHR data 
submission are identified in Table 15. 
The specifications for these measures 
can be found on the QualityNet Web site 
at http://www.qualitynet.org/dcs/
ContentServer?cid=1214232460333&
pagename=Qnet
Public%2FPage%2FQnetTier3&c=Page. 

By December 31, 2008, we also 
anticipate posting on the PQRI section 
of the CMS Web site at http:// 
www.cms.hhs.gov/pqri a list of 
requirements that EHR vendors must be 
able to meet in order to self-nominate to 
have their product ‘‘qualified’’ to 
potentially be able to submit quality 
measures data for the 2010 PQRI to 
CMS. Qualifying EHR vendors ahead of 
actual data submission will facilitate the 
live data submission process. 

EHR vendors interested in engaging in 
the 2009 testing and qualification 
process should review the EHR 
requirements document that will be 
posted on the PQRI section of the CMS 
Web site at http://www.cms.hhs.gov. If 

an EHR vendor wishes to be included in 
the testing and qualification process, the 
vendor should submit a letter of self- 
nomination to CMS by February 13, 
2009 to: PQRI EHR Nomination, Centers 
for Medicare & Medicaid Services, 
Office of Clinical Standards and 
Quality, Quality Measurement and 
Health Assessment Group, 7500 
Security Blvd, Mail Stop S3–02–01, 
Baltimore, MD 21244–1850. 

The EHR vendors who self-nominate 
will be included in a ‘‘qualifying’’ 
process (similar to the process 
previously established for registries) to 
assess their capabilities. If they are 
found to meet the requirements, the 
EHR vendors will be included in the 
data submission testing. These 
processes will have firm timelines that 
vendors must meet. Failure to meet any 
of these deadlines will be a basis for not 
continuing to consider the EHR vendor 
for qualification to submit data to the 
CMS quality data warehouse. The 
number of self-nominated vendors will 
determine the timeframe needed to 
complete the testing and qualification 
process. However, it is expected that 
this process will conclude by mid- 
summer 2009. The measures and 
reporting mechanism for the 2010 PQRI 
will be the subject of future notice and 
comment rulemaking. As previously 
noted, the completion of the EHR 
vendor quality data submission 
qualification process does not ensure 
that EHR reporting will be an option for 
the 2010 PQRI. 

c. Statutory Requirements for Measures 
Included in the 2009 PQRI 

i. Overview and Summary 

Section 1848(k)(2)(B)(ii) of the Act 
requires CMS to publish in the Federal 
Register by no later than August 15, 
2008, a proposed set of quality measures 
that the Secretary determines would be 
appropriate for eligible professionals to 
use to submit data in 2009. In addition, 
section 1848(k)(2)(B)(iii) of the Act 
requires CMS to publish in the Federal 
Register by no later than November 15, 
2008, the final set of quality measures 
that would be appropriate for eligible 
professionals to use to submit data in 
2009. 

As discussed in the CY 2009 PFS 
proposed rule (73 FR 38565), in 
examining the statutory requirements of 
section 1848(k)(2)(B)(i) of the Act, as 
amended by the MMSEA, we believe 
that the requirement that measures be 
endorsed or adopted by a consensus 
organization applies to each measure 
that would be included in the measure 
set for submitting quality data and/or 
quality measures results and numerator 

and denominator data on the quality 
measures on covered professional 
services furnished during 2009. 
Likewise, the requirement for measures 
to have been developed using a 
consensus-based process (as identified 
by the Secretary) applies to each 
measure. By contrast, we do not 
interpret the provision requiring 
inclusion of measures submitted by a 
specialty to apply to each measure. 
Rather, we believe this requirement 
means that in endorsing or adopting 
measures, a consensus organization 
must include in its consideration 
process at least some measures 
submitted by one physician or 
organization representing a particular 
specialty. 

We also believe that under sections 
1848(k)(2)(B)(ii) through (iii) of the Act, 
the Secretary is given broad discretion 
to determine which quality measures 
meet the statutory requirements and are 
appropriate for inclusion in the final set 
of measures for 2009. We do not 
interpret section 1848(k)(2)(B) of the Act 
to require that all measures that meet 
the basic requirements of section 
1848(k)(2)(B)(i) of the Act be included 
in the 2009 set of quality measures. The 
statutory requirements for consensus 
organizations and the use of a 
consensus-based process for developing 
quality measures as they relate to the 
requirements for the 2009 PQRI 
measures were discussed in the CY 2009 
PFS proposed rule (73 FR 38565 
through 38566). As discussed in the 
proposed rule, consistent with the 
principle that measures used for 2009 be 
endorsed or adopted by a consensus 
organization and developed through the 
use of a consensus-based process, but 
without limiting the 2009 PQRI 
measures to those meeting the definition 
of a voluntary consensus standard under 
the National Technology Transfer and 
Advancement Act of 1995 (Pub. L. 104– 
113) (NTTAA), we interpret ‘‘consensus- 
based process for developing measures’’ 
as used in section 1848(k) of the Act to 
encompass not only the basic 
development work of the formal 
measure developer, but also to include 
the achievement of consensus among 
stakeholders in the health care system. 

In addition, section 1848(k)(2)(D) of 
the Act, as added by the MIPPA, 
requires that for each 2009 PQRI quality 
measure, ‘‘the Secretary shall ensure 
that eligible professionals have the 
opportunity to provide input during the 
development, endorsement, or selection 
of measures applicable to services they 
furnish.’’ Eligible professionals have the 
opportunity to provide input during the 
development of a measure during the 
public comment phase of a measure’s 
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development. As part of the measure 
development process, measure 
developers typically solicit public 
comments on measures that they are 
testing in order to determine whether 
additional refinement of the measure(s) 
is needed prior to submission for 
consensus endorsement. Additional 
information on the measure 
development process used by CMS 
contractors is available in the ‘‘Quality 
Measures Development Overview’’ 
document found on the CMS Web site 
at http://www.cms.hhs.gov/Quality
InitiativesGenInfo/downloads/Quality
MeasuresDevelopmentOverview.pdf. 
Eligible professionals also have the 
opportunity to provide input on a 
measure as the measure is being vetted 
through the consensus endorsement 
and/or adoption process. Both the NQF 
and AQA employ a public comment 
period for measures vetted through their 
respective consensus endorsement or 
adoption processes. Finally, eligible 
professionals have an opportunity to 
provide input on measures selected for 
inclusion in PQRI through the notice 
and comment rulemaking process we 
use to announce the measures selected 
for inclusion in PQRI each year. As 
required by section 1848(k)(2)(B)(ii) of 
the Act, we proposed measures for the 
2009 PQRI in the Federal Register in 
July, which was followed by a 60-day 
comment period in which eligible 
professionals had the opportunity to 
comment. Accordingly, we believe the 
additional requirement under MIPPA 
with regard to the 2009 PQRI has been 
met in multiple ways. 

ii. Summary of Comments and 
Responses 

We received several comments related 
to the statutory requirements for 
measures included in the 2009 PQRI 
and/or our approach to the selection of 
measures, which are summarized and 
addressed below. 

Comment: Several comments 
expressed concerns about the AQA’s 
structure and original intended purpose 
not being ideally suited to its current 
role in PQRI, and its role in the measure 
endorsement process not clearly adding 
value to the process. Many comments 
noted that the AQA does not meet the 
NTTAA definition of a ‘‘voluntary 
consensus standards body.’’ 

Response: Both the NQF and the AQA 
were identified as examples of 
consensus organizations under section 
1848(k)(2)(B)(i) of the Act. We 
interpreted this to mean that for 
purposes of the PQRI, these 
organizations, as constituted on the date 
of enactment of the MIEA–THRCA 
authorizing legislation, are considered 

to be consensus organizations. On the 
other hand we stated that we found the 
NQF to be an organization organized 
and operating in a manner that meets 
the NTTAA definition of a ‘‘voluntary 
consensus standards body,’’ but we did 
not find that the AQA constituted such 
an organization. We also stated our 
policy preference for measures endorsed 
by an organization that meets the 
NTTAA definition of ‘‘voluntary 
consensus standards body’’ to one that 
does not so qualify. Further, we stated 
our policy that a measure that was 
specifically declined for endorsement 
by the NQF would not be included in 
PQRI even though it was adopted by 
AQA. 

Comment: Several commenters 
commended NQF for the scientific rigor 
of its structure and review processes. 
Some commenters in favor of 
establishing a single consensus 
organization entity whose approval 
would qualify a measure for PQRI 
inclusion went on to name NQF as the 
leading or only named candidate for 
such an organization. 

Response: As stated previously, we 
have stated a policy preference for NQF- 
endorsed measures. However, we are 
not limited by statute to using only 
NQF-endorsed measures. 

Comment: We received some 
comments supportive of having 
measures that originate from a variety of 
sources and opposed to requiring PQRI 
measurement development to come 
solely from physician controlled 
organizations. At the same time, several 
commenters suggested we consider 
establishing as policy that quality 
measures to be used by, and analyzed at 
the level of, individual PQRI-eligible 
professionals, must be developed by 
clinician controlled organizations to 
assure relevance and promote uptake by 
the eligible professional community. 
Multiple commenters suggested that 
explicit preference be given for 
measures developed or endorsed by 
physician specialty societies, in the 
context of consensus-organization 
review and CMS measure selection 
processes. Some commenters stated that 
the AMA–PCPI should be the sole 
source for physician level measures. 
Several commenters specifically 
presented an interpretation of the 
requirement under section 
1848(k)(2)(B)(i) of the Act for the 2009 
PQRI measures to include measures 
submitted by a physician specialty as 
meaning that the 2009 PQRI should 
include only measures developed by 
physician organizations, to assure 
physician control of available measures 
applicable to assessing the clinical 
performance of individual physicians. 

Response: Physician involvement and 
leadership is standard in the work of 
both measure developers and consensus 
organizations. As a result, physicians 
are actively involved at all levels of 
measure development and consensus 
adoption and endorsement. We are in 
agreement that physician expertise is an 
important ingredient in measure 
development and in the consensus 
process. We further recognize the 
leadership of physician organizations, 
as is reflected in the large number of 
physician quality measures included in 
PQRI which were developed by the 
AMA–PCPI and its participating 
specialty societies. 

However, we do not agree that 
physicians should be in complete 
control of the process of measure 
development, as would be the case if 
measures were required to be developed 
solely by physician-controlled 
organizations. Any such restriction 
would unduly limit the basic 
development of physician quality 
measures and the scope and utility of 
measures that may be considered for 
endorsement as voluntary consensus 
standards. We do not interpret the 
provisions in section 1848(k)(2)(B)(i) of 
the Act to place special restrictions on 
the type or make up of the organizations 
carrying out this basic development of 
physician measures, such as restricting 
the initial development to physician- 
controlled organizations. Similarly, we 
do not interpret section 1848(k)(2)(B)(i) 
of the Act to require that each measure 
included in the 2009 PQRI have been 
developed by a physician specialty. 

Section 1848(k)(2)(B)(i) of the Act, 
thereby, maintains flexibility in 
potential sources of measure consensus 
review, which is, like having multiple 
sources of measure development, key to 
maintaining a robust marketplace for 
development and review of quality 
measures. 

Comment: Several comments 
addressed gaps in the PQRI measure set, 
such as the lack of measures related to 
patient-centeredness, equity/disparities, 
and episodes of care based efficiency. 
One comment expressed concern that 
the PQRI measures appear to be targeted 
to single conditions and to patients 
where classical treatment goals are 
appropriate and do not contain any 
quality measures specifically addressing 
multiple, co-morbid conditions. A few 
comments urged CMS to adopt quality 
measures that would enable the full 
range of physicians to participate and to 
identify and add more quality measures 
to fill the gaps. The commenters also 
requested that we consider developing 
interim opportunities for eligible 
professionals for whom there is a 
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shortage of available measures to 
participate in the PQRI and to receive an 
incentive for doing so. One comment 
urged funding for consumer-relevant 
measure development to fill the existing 
gaps and to include language in the 
measure development contracts that 
reflects the perspectives of consumers 
and purchasers. Another commenter 
urged us to include more measures on 
which specifications for electronic data 
submission via EHRs are available. 

Response: Health care quality 
measures are currently developed by a 
variety of organizations and used by a 
variety of governmental and 
nongovernmental, and public-private 
initiatives which have various and at 
times differing priorities and 
programmatic needs for quality 
measures. As reflected by the 
considerations for identifying proposed 
PQRI quality measures described in the 
CY 2009 PFS proposed rule (73 FR 
38566), we are committed to having a 
broad and robust set of quality measures 
for the PQRI. However, we largely 
depend on the development of measures 
by professional organizations and other 
measure developers. Although we had 
significant involvement in the 
development of measures applicable to 
eligible professionals at the start of the 
PQRI, ideally we would not need to be 
closely involved in the development of 
clinician-level quality measures but 
would select from measures that meet 
the statutory requirements. Thus, we 
encourage professional organizations 
and other measure developers to fund 
and develop measures that address 
some of the gaps identified by the 
commenters. 

Comment: One comment suggested 
that we add additional measures in July 
of each year for implementation in that 
year’s PQRI. For example, in July 2009, 
we should announce additional 
measures for inclusion in the 2009 
PQRI. 

Response: Section 1848(k)(2)(B)(ii) 
requires us to publish a proposed set of 
quality measures for inclusion in a 
particular year’s PQRI program in the 
Federal Register by no later than August 
15th of the prior year. Additionally, 
section 1848(k)(2)(B)(iii) requires us to 
publish a final set of quality measures 
for inclusion in a particular year’s PQRI 
program in the Federal Register by no 
later than November 15th of the prior 
year. We are not authorized to make any 
changes to the final set of PQRI quality 
measures for a particular year once the 
set has been published in the Federal 
Register. 

However, as explained in the CY 2009 
PFS proposed rule (73 FR 38570) we 
introduced a test measures process 

during 2008, which gives eligible 
professionals the opportunity to submit 
the quality data codes for measures 
included in the 2008 Measure Testing 
Process. No financial incentive is 
associated with the reporting of these 
2008 test measures though. Instead, the 
test measures process helps provide 
experience with using the measures 
which can contribute to future 
consideration for the PQRI. We 
proposed and are finalizing as 2009 
PQRI measures certain measures 
included in the 2008 Test Measures 
Process. 

d. The Final 2009 PQRI Quality 
Measures 

In the CY 2009 PFS proposed rule (73 
FR 38566 through 38567), we solicited 
comments on the implication of 
including or excluding 175 specific 
quality measures in 4 categories. We 
also explained that while we recognized 
that some commenters may wish to 
recommend additional measures for 
inclusion in the 2009 PQRI measures 
that we had not proposed, we would not 
be able to consider such additional 
measures for inclusion in the 2009 
measure set. We also described several 
considerations used for selecting the 
measures proposed for the 2009 PQRI. 

We received multiple comments on 
the proposed 2009 PQRI quality 
measures, which are addressed below. 

Comment: A number of comments 
requested or recommended that we 
make readily available on an ongoing 
basis more detailed information on the 
measure development process and 
measures in development. Numerous 
commenters also requested final 
measure specifications be published as 
far in advance of the beginning of the 
reporting period as possible, and that 
more detailed information about 
measures proposed or finalized for use 
in PQRI be published at the same time 
as or in advance of future rulemaking. 

Response: We agree that it is desirable 
for the public to have information on 
the measures development process and 
measures in development. To this end 
CMS has developed a standardized 
process to be used for CMS contracted 
measures development. This 
standardized process is detailed in the 
‘‘Quality Measures Development 
Overview’’ document found on the CMS 
Web site at http://www.cms.hhs.gov/ 
QualityInitiativesGenInfo/downloads/ 
QualityMeasuresDevelopment
Overview.pdf. Under the standardized 
measures development process, we plan 
that all CMS contracted measures 
developers, in the future, will post the 
measures for public comment on the 
CMS Web site rather than solely on the 

individual contractor’s Web site. This 
will allow a uniform access point for 
information during the CMS contracted 
basic development process for measures 
intended for PQRI. Additionally, other 
major measures developers publish 
measures and specifications during 
development and seek public comment 
as do both NQF and AQA during their 
consensus processes. 

We agree with the commenters that it 
is desirable to provide final measure 
specifications sufficiently in advance of 
the reporting period to allow reasonable 
time for professionals to analyze new or 
revised measures and implement any 
needed changes in their office 
workflows to accurately capture and 
successfully submit data on a selection 
of measures applicable to their practice 
on which they can act to improve the 
quality of the services they furnish. 
Having detailed information on 
measures available in advance of the 
reporting period also enhances the 
ability of vendors (such as practice- 
management software, billing services, 
and electronic health records vendors) 
to support professionals’ successful 
implementation of revised data-capture 
processes for the measures. 

Given that section 1848(k)(2)(B)(iii) 
requires that we publish the final list of 
2009 PQRI measures in the Federal 
Register no later than November 15, 
2008, we expect to publish detailed 
specifications shortly after that date. 
Detailed measure specifications for 
measures new or revised for 2009 PQRI 
will be posted on the Measures/Codes 
tab of the PQRI section of the CMS Web 
site at http://www.cms.hhs.gov/pqri. 
These detailed specifications will 
include instructions for reporting and 
identifying the circumstances in which 
each measure is applicable. The detailed 
technical specifications for measures in 
the final listing for the 2009 PQRI 
remain potentially subject to corrections 
until the start of the 2009 reporting 
period, as we stated in the proposed 
rule. In addition, the 2009 PQRI quality 
measure specifications for any given 
quality measure may be different from 
specifications for the same quality 
measure used for 2008. Specifications 
for all 2009 PQRI quality measures, 
whether or not included in the 2008 
PQRI program, must be obtained from 
the specifications document for 2009 
PQRI quality measures. 

Since its inception, the PQRI program 
has expanded rapidly in terms of the 
number of measures included in the 
PQRI. This rapid growth was necessary 
in order to meet a primary objective of 
having a sufficient number of measures 
to allow broad participation by eligible 
professionals who cover a broad scope 
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of services provided to Medicare 
beneficiaries. We now have a broad 
range of measures and expect to rely 
more on the test measures program to 
introduce new measures. In this way, by 
the time they may be proposed for 
inclusion in a set of measures for a 
particular year, the measures 
specifications will be published, 
established, and utilized by eligible 
professionals for test submission. 

Comment: Numerous commenters 
suggested quality measures in addition 
to the quality measures we had 
proposed in Tables 11 through 14 of the 
CY 2009 PFS proposed rule (73 FR 
38567 through 38572) for the 2009 
PQRI. 

Response: We have not included in 
final 2009 PQRI quality measures any 
quality measures that were not 
identified in the CY 2009 PFS proposed 
rule as proposed 2009 PQRI measures. 
As discussed above in this rule, we are 
obligated by section 1848(k)(2)(B)(ii) of 
the Act to publish and provide 
opportunity for public comment on 
proposed 2009 PQRI quality measures. 
Measures recommended for selection 
via comments on the proposed rule that 
were not included in the proposed rule 
have not been placed before the public 
as part of notice and comment 
rulemaking process. Thus, such 
additional measures recommended via 
comments on the proposed rule cannot 
be included in the 2009 PQRI quality 
measure set that is required to be 
finalized via publication in the Federal 
Register by November 15, 2008 in 
accordance with section 
1848(k)(2)(B)(iii) of the Act. 

However, we have captured these 
recommendations and will have them 
available for consideration in 
identifying measure sets for future 
years’ PQRI and other initiatives to 
which those measures may be pertinent 
or possibly to be introduced as part of 
a PQRI Test Measures Process. 

Comment: We received a few 
comments that suggested that some 
measures are not conducive to claims- 
based reporting but are good measures 
if submitted via a registry or an EHR. 

Response: We are not finalizing the 
proposal to allow submission of clinical 
quality data extracted from EHRS for the 
2009 PQRI. We, however, agree that 
some measures are not conducive to 
claims-based reporting. For the 2009 
PQRI, there are 18 measures that will 
only be accepted for reporting via 
registries due to their complex measure 
specifications, which require multiple 
diagnosis codes; a low number of 
satisfactory submissions during the 
2007 PQRI; and a high occurrence of 
inaccurate quality date codes reporting 

for the 2007 PQRI. These measures are 
identified in Tables 15, 16, 18, and 22 
with a ‘‘+’’ after the Measure Title. 

For the 2009 PQRI, the following 5 
quality measures in Table 15 will be 
reportable only through registries as 
individual quality measures: 

• Measure #7 CAD: Beta-Blocker 
Therapy for CAD Patients with Prior 
Myocardial Infarction (MI) 

• Measure #33 Stroke and Stroke 
Rehabilitation: Anticoagulant Therapy 
Prescribed for Atrial Fibrillation at 
Discharge 

• Measure #46 Medication 
Reconciliation: Reconciliation After 
Discharge from an Inpatient Facility 

• Measure #81 End-Stage Renal 
Disease (ESRD): Plan of Care for 
Inadequate Hemodialysis in ESRD 
Patients 

• Measure #82 ESRD: Plan of Care for 
Inadequate Peritoneal Dialysis 

The following 8 quality measures in 
Tables 16 and 22 will be reportable only 
through registries as individual quality 
measures or part of the CABG measures 
group for the 2009 PQRI: 

• CABG: Prolonged Intubation 
(Ventilation) 

• CABG: Deep Sternal Wound 
Infection Rate 

• CABG: Stroke/Cerebrovascular 
Accident (CVA) 

• CABG: Post-operative Renal 
Insufficiency 

• CABG: Surgical Re-exploration 
• CABG: Anti-platelet Medications at 

Discharge 
• CABG: Beta Blockade at Discharge 
• CABG: Lipid Management and 

Counseling 
Finally, the following 5 quality 

measures in Table 18 will be reportable 
only through registries as individual 
quality measures for the 2009 PQRI: 

• Pediatric ESRD: Adequacy of 
Hemodialysis 

• HIV/AIDS: CD4+ Cell Count or 
CD4+ Percentage 

• HIV/AIDS: Pneumocystis Jiroveci 
Pneumonia (PCP) Prophylaxis 

• HIV/AIDS: Adolescent and Adult 
Patients with HIV/AIDS Who Are 
Prescribed Potent Antiretroviral 
Therapy 

• HIV/AIDS: HIV RNA Control After 
6 Months of Potent Antiretroviral 
Therapy 

Comment: One commenter suggested 
that CMS accept as many measures as 
possible that are based solely on 
information derived from administrative 
claims so that professionals would not 
have to do additional coding. 

Response: Under the PQRI program 
eligible professionals are provided an 
incentive payment for submission of 
quality data. What is suggested would 

not involve submission of quality data 
but merely normal claims submission 
from which quality inferences would be 
made. An important difference in that 
approach to PQRI is that under PQRI, by 
submitting quality data, the eligible 
professional indicates that the patient is 
appropriately attributed to that 
professional. When purely 
administrative data are used, attribution 
rules would need to be applied, with 
which the physician or other eligible 
professional may not agree. Thus, 
focusing on administrative-data based 
measures only could have the 
unintended consequence of holding the 
eligible professional responsible for 
certain services which the eligible 
professional might feel are beyond their 
scope of care for a particular patient. 

Comment: Several commenters 
recommended changes to specific 
quality measures’ titles, definitions, and 
detailed specifications or coding. Many 
of these recommendations were based 
on alternative interpretations of clinical 
evidence or concerns about the utility of 
the measures. Some requests were 
specifically concerned that measures be 
expanded to include specific 
professionals to whom the measure may 
be applicable such as occupational 
therapists, registered dieticians, and 
audiologists. Specifically, one 
commenter suggested that in order to 
maximize the impact of Measure #1 
Diabetes Mellitus: Hemoglobin A1c Poor 
Control in Diabetes Mellitus, the PQRI 
specifications should continue to 
require a performance period of 12 
months and reporting that identifies 
whether A1c control is good (that is, 
A1c ≤ 7.0 percent), moderate (that is, 
A1c ≤ 9.0 percent, but > 7.0 percent), or 
poor (that is, A1c > 9.0 percent). 
Another commenter requested that CMS 
re-evaluate the use of inpatient site of 
service codes (99241 through 99245) for 
Measure #5 Heart Failure: Angiotensin- 
Converting Enzyme (ACE) Inhibitor or 
Angiotensin Receptor Blocker (ARB) 
Therapy for Left Ventricular Systolic 
Dysfunction (LVSD), Measure #6 CAD: 
Oral Antiplatelet Therapy Prescribed for 
Patients with CAD, Measure #7 CAD: 
Beta-Blocker Therapy for CAD Patients 
with Prior MI, and Measure #8 Heart 
Failure: Beta-Blocker Therapy for LVSD. 
Also another commenter requested the 
addition of specifications for inpatient 
reporting for Measure #56 Community- 
Acquired Pneumonia (CAP): Vital Signs, 
Measure #57 CAP: Assessment of 
Oxygen Saturation, Measure #58 CAP: 
Assessment of Mental Status, and 
Measure #59 CAP: Empiric Antibiotic. 
One commenter expressed gratitude that 
audiologists are now eligible to 
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participate in PQRI and willingness to 
work with the measure developer to 
expand Measure #94 Otitis Media with 
Effusion (OME): Diagnostic 
Evaluation—Assessment of Tympanic 
Membrane Mobility and Measure #95 
Otitis Media with Effusion (OME): 
Hearing Testing. Lastly, one commenter 
requested that we not use Measures #73 
Cancer: Plan for Chemotherapy 
Documented and Measure T143 Cancer 
Care: Medical and Radiation—Plan of 
Care for Pain until the measure 
developers revise the measure 
specifications to include all 
chemotherapy and biologic disease 
modalities recognized in clinical 
guidelines. Also, this same commenter 
requested that we not use the 
Rheumatoid Arthritis measures group 
until the measures’ developer revises 
the measures to include all biologic 
disease-modifying antirheumatic drugs 
(DMARDS) used as a monotherapy or in 
combination with nonbiologic 
DMARDS, such as methotrexate. 

Response: Quality measures that have 
completed the consensus processes of 
NQF or AQA have a designated party 
(generally the measure developer/ 
owner) who has accepted responsibility 
for maintaining the measure. In general, 
it is the role of the measure owner, 
developer, or maintainer to make 
changes to a measure. The measure 
maintainer and/or the developer/owner 
of a measure included in the final set of 
quality measures selected for the 2009 
PQRI is identified as the ‘‘Measure 
Source’’ in Tables 15 through 18. In 
addition, NQF has, for its endorsed 
measures, an established maintenance 
process which may be accessed. 

The Secretary is required to select 
measures through notice and comment 
rulemaking. We do not, however, use 
notice and comment rulemaking as a 
means to update or modify measure 
specifications. We retain the ability to 
update or modify specifications to the 
measures until December 31, 2008. After 
that date, there will be no changes to the 
measure for the 2009 reporting 
period(s). 

Comment: A number of comments 
requested or recommended that CMS 
include ‘‘paired’’ measures in the 2009 
PQRI. Commenters noted that while 
under review by the NQF Steering 
Committee several measures proposed 
for 2009 were recommended to be 
implemented as ‘‘paired measures’’ by 
the NQF. Commenters referenced the 
following proposed measures as paired 
measures based on the NQF Steering 
Committee’s recommendations: 

(1) Hepatitis C: Hepatitis A 
Vaccination and Hepatitis C: Hepatitis B 
Vaccination. 

(2) Hepatitis C: Ribonucleic Acid 
(RNA) Testing Before Initiating 
Treatment and Hepatitis C: HCV 
Genotype Testing Prior to Therapy. 

(3) Oncology: Medical and 
Radiation—Pain Intensity Quantified 
and Oncology: Medical and Radiation— 
Plan of Care for Pain. 

Response: The 2009 PQRI will 
include four measures sets that can be 
considered paired measures. Each 
paired measures set consists of two 
closely related individual measures, but 
which are composed of two similar and 
complementary aspects of care. The 
measures assess uniquely different 
constructs in the assessment and/or 
management of a particular condition. 
Thus, while we note the 
recommendation that the measures in a 
particular paired measures set be 
reported together, we do not require for 
the 2009 PQRI that the measures in a 
particular paired measures set be 
reported together. 

These paired measures do not 
constitute a measures group. These 
measures may be subject to the 
measures validation strategy posted on 
PQRI section of the CMS Web site at 
http://www.cms.hhs.gov/PQRI/25_
AnalysisAndPayment.asp#TopOfPage. 
Under the measures validation strategy 
for eligible professionals that 
satisfactorily report less than three 
measures, failure to report the 
additional measure(s) in a valid set 
would cause the eligible professional to 
fail to meet the validation requirements. 

The four paired measures sets for the 
2009 PQRI are as follows: 

(1) Hepatitis C: Hepatitis A 
Vaccination and Hepatitis C: Hepatitis B 
Vaccination. 

(2) Hepatitis C: Ribonucleic Acid 
(RNA) Testing Before Initiating 
Treatment and Hepatitis C: HCV 
Genotype Testing Prior to Therapy. 

(3) Oncology: Medical and 
Radiation—Pain Intensity Quantified 
and Oncology: Medical and Radiation— 
Plan of Care for Pain. 

(4) Falls: Risk Assessment and Falls: 
Plan of Care. 

Reporting instructions and detailed 
measure specifications for the 2009 
PQRI quality measures will be available 
by no later than December 31, 2008 on 
the PQRI section of the CMS Web site 
at http://www.cms.hhs.gov/pqri. 

Based on our review of these 
comments, the final set of 153 quality 
measures selected for the 2009 PQRI are 
listed in Tables 15 through 18. These 
measures can be categorized as follows: 
(1) Measures selected from the 2008 
PQRI quality measures set; (2) 
additional NQF-endorsed measures; (3) 
additional AQA-adopted measures; and 

(4) additional measures that had not 
received NQF endorsement or AQA 
adoption at the time the proposed rule 
was published but whose selection was 
contingent upon whether they received 
NQF endorsement or AQA adoption by 
August 31, 2008. 

No changes (that is, additions or 
deletions of measures) will be made 
after publication of this final rule with 
comment period. However, as was the 
case for 2008, we may make 
modifications or refinements, such as 
revisions to measures titles and code 
additions, corrections, or revisions to 
the detailed specifications for the 2009 
measures until the beginning of the 
reporting period. Such specification 
modifications may be made through the 
last day preceding the beginning of the 
reporting period. The 2009 measures 
specifications will be available on the 
PQRI section of the CMS Web site at 
http://www.cms.hhs.gov/pqri when they 
are sufficiently developed or finalized. 
We are targeting finalization and 
publication of the detailed 
specifications for all 2009 PQRI 
measures on the PQRI section of the 
CMS Web site by November 15, 2008 
and will in no event publish these 
specifications later than December 31, 
2008. The detailed specifications will 
include instructions for reporting and 
identify the circumstances in which 
each measure is applicable. 

As described in section II.O1.b.ii. 
above, we are establishing a total of 
seven measures groups for use in the 
2009 PQRI. The measures selected for 
inclusion in each of the 2009 measures 
groups are listed in Tables 19 through 
25. 

i. Measures Selected From the 2008 
PQRI Quality Measures Set 

In the CY 2009 PFS proposed rule (73 
FR 38567 through 38570) we proposed 
to include in the 2009 PQRI quality 
measures set 111 2008 PQRI quality 
measures. We received several 
comments on the 111 proposed 
measures selected from the 2008 PQRI 
quality measure set. The comments and 
our responses to those comments are 
discussed below. 

Comment: We received numerous 
comments in support of the 2008 PQRI 
measures selected for the 2009 PQRI. 
One commenter supports the retention 
of all the 2008 PQRI measures proposed 
for 2009. Other commenters specifically 
support inclusion of the following 
proposed 2008 PQRI measures in the 
2009 PQRI: 

• Measure #1 Diabetes Mellitus: 
Hemoglobin A1c Poor Control in 
Diabetes Mellitus 
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• Measure #6 Coronary Artery 
Disease (CAD): Oral Antiplatelet 
Therapy Prescribed for Patients With 
CAD 

• Measure #11 Stroke and Stroke 
Rehabilitation: Carotid Imaging Reports 

• Measure #24 Osteoporosis: 
Communication With the Physician 
Managing Ongoing Care Post-Fracture 

• Measure #39 Screening or Therapy 
for Osteoporosis for Women Aged 65 
Years and Older 

• Measure #40 Osteoporosis: 
Management Following Fracture 

• Measure #41 Osteoporosis: 
Pharmacologic Therapy 

• Measure #48 Urinary Incontinence: 
Assessment of Presence or Absence of 
Urinary Incontinence in Women Aged 
65 Years and Older 

• Measure #58 Community-Acquired 
Pneumonia (CAP): Assessment of 
Mental Status 

• Measure #84 Hepatitis C: 
Ribonucleic Acid (RNA) Testing Before 
Initiating Treatment 

• Measure #85 Hepatitis C: HCV 
Genotype Testing Prior to Therapy 

• Measure #86 Hepatitis C: 
Consideration for Antiviral Therapy in 
HCV Patients 

• Measure #94 Otitis Media With 
Effusion (OME): Diagnostic 
Evaluation—Assessment of Tympanic 
Membrane Mobility 

• Measure #95 Otitis Media With 
Effusion (OME): Hearing Testing 

• Measure #110 Preventive Care and 
Screening: Influenza Immunization for 
Patients ≥ 50 Years Old 

• Measure #111 Preventive Care and 
Screening: Pneumonia Vaccination for 
Patients 65 years and Older 

• Measure #112 Preventive Care and 
Screening: Screening Mammography 

• Measure #113 Preventive Care and 
Screening: Colorectal Cancer Screening 

• Measure #114 Preventive Care and 
Screening: Inquiry Regarding Tobacco 
Use 

• Measure #115 Preventive Care and 
Screening: Advising Smokers to Quit 

• Measure #128 Preventive Care and 
Screening: Body Mass Index (BMI) 
Screening and Follow-Up 

We also received several comments 
specifically suggesting that Measure 73 
Cancer: Plan for Chemotherapy 
Documented be removed from the 2009 

PQRI quality measures for failure to 
achieve NQF endorsement. 

Response: Table 15 shows that 101 of 
111 proposed 2008 PQRI quality 
measures have been finalized for the 
2009 PQRI. All of the measures 
specifically supported by commenters 
are included in Table 15. As suggested 
by commenters Measure #73 Cancer: 
Plan for Chemotherapy Documented has 
been removed from the 2009 PQRI 
quality measures set because the 
measure was considered and 
specifically declined for endorsement 
by NQF on or before August 31, 2008. 

Comment: With respect to the two 
proposed structural measures (Measure 
#124 and Measure #125), we received 2 
comments suggesting that we allow a 
practice or an eligible professional to 
simply attest to the use of an EHR or 
electronic prescribing in their office 
rather than report it on a claim as this 
was considered burdensome. Another 
comment recommended we treat an 
eligible professional’s recognition under 
the National Committee for Quality 
Assurance (NCQA) Physician Practice 
Connection (PPC) as equivalent to 
reporting the two structural measures 
(Measures #124 and #125). 

Response: For those professionals 
using an EHR, their system should be 
able to auto populate a superbill with 
the appropriate G code for this measure. 
Many EHRs already code the visit with 
diagnosis and level of service. The G 
code could be added to the superbill in 
this way. The EHR measure (Measure 
#124) requires more than just having an 
EHR system and software available in 
the office; rather the measure also 
measures ongoing use of the systems. 

As required by section 1848(m)(3)(A) 
of the Act, as redesignated and amended 
by the MIPPA, we are removing the 
electronic prescribing measure (measure 
#125) from the 2009 PQRI quality 
measure set and adopting the measure 
for use in the e-prescribing incentive 
program described in section II.O2. of 
this final rule with comment period. 

With respect to the recommendation 
to consider recognition under the NCQA 
PPC as equivalent to satisfactory PQRI 
reporting, a fundamental PQRI 
requirement is that the data be reported 
on PQRI measures. The PPC is a 
proprietary recognition program that 

does not utilize PQRI Measures #124 or 
#125. 

Comment: One commenter requested 
clarification of a statement made in the 
proposed rule regarding the 2008 PQRI 
Measure #4 Screening for Future Fall 
Risk not proposed for 2009. This 
commenter noted that the measure 
developer did not make a request to 
retire this measure from PQRI nor was 
the measure replaced by a new AQA- 
adopted or NQF-endorsed measure 
proposed for 2009 as stated in the CY 
2009 PFS proposed rule (73 FR 38567). 
The commenter advocated for Measure 
#4 Screening for Future Fall Risk to 
remain available for the 2009 PQRI. 
Another commenter supported the 
removal of Measure #4 Screening for 
Future Fall Risk as a result of two new 
substantially similar fall measures 
proposed for 2009. 

Response: The commenter was correct 
in noting that the proposed rule 
incorrectly stated that the 2008 PQRI 
Measure #4 Screening for Future Fall 
Risk not proposed for 2009 was retired 
and intended to be replaced by new 
AQA-adopted or NQF-endorsed 
measures proposed for 2009. 

However, we are not including 
Measure #4 Screening for Future Fall 
Risk in the final set of 2009 PQRI 
quality measures. We consider the 
following proposed AQA-adopted 
measures included in the final 2009 
PQRI quality measures set listed in 
Table 17 to substantially cover the same 
care process as Measure #4 Screening 
for Future Fall Risk and more 
comprehensive: Falls: Risk Assessment 
and Falls: Plan of Care. 

In addition, as previously stated in 
this final rule with comment period, we 
are obligated by section 1848(k)(2)(B)(ii) 
of the Act to publish and provide 
opportunity for public comment on 
proposed 2009 PQRI quality measures 
prior to including them in the final 2009 
PQRI quality measures set. 

Based on whether a measure retained 
its NQF endorsement status as of August 
31, 2008 and the comments received, we 
are finalizing in the 2009 PQRI quality 
measure set the following 101 of 111 
proposed 2008 PQRI measures 
identified in Table 15. 

TABLE 15—FINAL 2008 PQRI MEASURES SELECTED FOR 2009 

Measure number and title Measure source 

1. Diabetes Mellitus: Hemoglobin A1c Poor Control in Diabetes Mellitus* .................................... NCQA. 
2. Diabetes Mellitus: Low Density Lipoprotein (LDL–C) Control in Diabetes Mellitus* .................. NCQA. 
3. Diabetes Mellitus: High Blood Pressure Control in Diabetes Mellitus* ...................................... NCQA. 
5. Heart Failure: Angiotensin-Converting Enzyme (ACE) Inhibitor or Angiotensin Receptor 

Blocker (ARB) Therapy for Left Ventricular Systolic Dysfunction (LVSD)*.
American Medical Association—Physician Con-

sortium for Performance Improvement 
(AMA–PCPI). 
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TABLE 15—FINAL 2008 PQRI MEASURES SELECTED FOR 2009—Continued 

Measure number and title Measure source 

6. Coronary Artery Disease (CAD): Oral Antiplatelet Therapy Prescribed for Patients with CAD AMA–PCPI. 
7. Coronary Artery Disease (CAD): Beta-Blocker Therapy for CAD Patients with Prior Myocar-

dial Infarction (MI)+,*.
AMA–PCPI. 

8. Heart Failure: Beta-Blocker Therapy for Left Ventricular Systolic Dysfunction (LVSD) ............. AMA–PCPI. 
9. Major Depressive Disorder (MDD): Antidepressant Medication During Acute Phase for Pa-

tients with MDD.
NCQA. 

10. Stroke and Stroke Rehabilitation: Computed Tomography (CT) or Magnetic Resonance Im-
aging (MRI) Reports.

AMA–PCPI/NCQA. 

11. Stroke and Stroke Rehabilitation: Carotid Imaging Reports ..................................................... AMA–PCPI/NCQA. 
12. Primary Open Angle Glaucoma (POAG): Optic Nerve Evaluation ........................................... AMA–PCPI/NCQA. 
14. Age-Related Macular Degeneration (AMD): Dilated Macular Examination .............................. AMA–PCPI/NCQA. 
18. Diabetic Retinopathy: Documentation of Presence or Absence of Macular Edema and Level 

of Severity of Retinopathy.
AMA–PCPI/NCQA. 

19. Diabetic Retinopathy: Communication with the Physician Managing Ongoing Diabetes Care AMA–PCPI/NCQA. 
20. Perioperative Care: Timing of Antibiotic Prophylaxis—Ordering Physician ............................. AMA–PCPI/NCQA. 
21. Perioperative Care: Selection of Prophylactic Antibiotic—First OR Second Generation 

Cephalosporin.
AMA–PCPI/NCQA. 

22. Perioperative Care: Discontinuation of Prophylactic Antibiotics (Non-Cardiac Procedures) .... AMA–PCPI/NCQA. 
23. Perioperative Care: Venous Thromboembolism (VTE) Prophylaxis (When Indicated in ALL 

Patients).
AMA–PCPI/NCQA. 

24. Osteoporosis: Communication With the Physician Managing Ongoing Care Post-Fracture ... AMA–PCPI/NCQA. 
28. Aspirin at Arrival for Acute Myocardial Infarction (AMI) ............................................................ AMA–PCPI/NCQA. 
30. Perioperative Care: Timing of Prophylactic Antibiotics—Administering Physician ................... AMA–PCPI/NCQA. 
31. Stroke and Stroke Rehabilitation: Deep Vein Thrombosis Prophylaxis (DVT) for Ischemic 

Stroke or Intracranial Hemorrhage.
AMA–PCPI/NCQA. 

32. Stroke and Stroke Rehabilitation: Discharged on Antiplatelet Therapy ................................... AMA–PCPI/NCQA. 
33. Stroke and Stroke Rehabilitation: Anticoagulant Therapy Prescribed for Atrial Fibrillation at 

Discharge+.
AMA–PCPI/NCQA. 

34. Stroke and Stroke Rehabilitation: Tissue Plasminogen Activator (t–PA) Considered ............. AMA–PCPI/NCQA. 
35. Stroke and Stroke Rehabilitation: Screening for Dysphagia .................................................... AMA–PCPI/NCQA. 
36. Stroke and Stroke Rehabilitation: Consideration of Rehabilitation Services ............................ AMA–PCPI/NCQA. 
39. Screening or Therapy for Osteoporosis for Women Aged 65 Years and Older ...................... AMA–PCPI/NCQA. 
40. Osteoporosis: Management Following Fracture ....................................................................... AMA–PCPI/NCQA. 
41. Osteoporosis: Pharmacologic Therapy ..................................................................................... AMA–PCPI/NCQA. 
43. Coronary Artery Bypass Graft (CABG): Use of Internal Mammary Artery (IMA) in Isolated 

CABG Surgery.
The Society of Thoracic Surgeons (STS). 

44. Coronary Artery Bypass Graft (CABG): Preoperative Beta-Blocker in Patients with Isolated 
CABG Surgery.

STS. 

45. Perioperative Care: Discontinuation of Prophylactic Antibiotics (Cardiac Procedures) ........... AMA–PCPI/NCQA. 
46. Medication Reconciliation: Reconciliation After Discharge from an Inpatient Facility+ ............ AMA–PCPI/NCQA. 
47. Advance Care Plan ................................................................................................................... AMA–PCPI/NCQA. 
48. Urinary Incontinence: Assessment of Presence or Absence of Urinary Incontinence in 

Women Aged 65 Years and Older.
AMA–PCPI/NCQA. 

49. Urinary Incontinence: Characterization of Urinary Incontinence in Women Aged 65 Years 
and Older.

AMA–PCPI/NCQA. 

50. Urinary Incontinence: Plan of Care for Urinary Incontinence in Women Aged 65 Years and 
Older.

AMA–PCPI/NCQA. 

51. Chronic Obstructive Pulmonary Disease (COPD): Spirometry Evaluation ............................... AMA–PCPI. 
52. Chronic Obstructive Pulmonary Disease (COPD): Bronchodilator Therapy ............................ AMA–PCPI. 
53. Asthma: Pharmacologic Therapy .............................................................................................. AMA–PCPI. 
54. 12-Lead Electrocardiogram (ECG) Performed for Non-Traumatic Chest Pain ........................ AMA–PCPI/NCQA. 
55. 12-Lead Electrocardiogram (ECG) Performed for Syncope ..................................................... AMA–PCPI/NCQA. 
56. Community-Acquired Pneumonia (CAP): Vital Signs ............................................................... AMA–PCPI/NCQA. 
57. Community-Acquired Pneumonia (CAP): Assessment of Oxygen Saturation ......................... AMA–PCPI/NCQA. 
58. Community-Acquired Pneumonia (CAP): Assessment of Mental Status ................................. AMA–PCPI/NCQA. 
59. Community-Acquired Pneumonia (CAP): Empiric Antibiotic ..................................................... AMA–PCPI/NCQA. 
64. Asthma: Asthma Assessment ................................................................................................... AMA–PCPI. 
65. Treatment for Children with Upper Respiratory Infection (URI)—Avoidance of Inappropriate 

Use.
NCQA. 

66. Appropriate Testing for Children with Pharyngitis .................................................................... NCQA. 
67. Myelodysplastic Syndrome (MDS) and Acute Leukemias: Baseline Cytogenetic Testing Per-

formed on Bone Marrow.
AMA–PCPI/American Society of Hematology 

(ASH). 
68. Myelodysplastic Syndrome (MDS): Documentation of Iron Stores in Patients Receiving 

Erythropoietin Therapy.
AMA–PCPI/ASH. 

69. Multiple Myeloma: Treatment With Bisphosphonates ............................................................... AMA–PCPI/ASH. 
70. Chronic Lymphocytic Leukemia (CLL): Baseline Flow Cytometry ............................................ AMA–PCPI/ASH. 
71. Breast Cancer: Hormonal Therapy for Stage IC–III Estrogen Receptor/Progesterone Recep-

tor (ER/PR) Positive Breast Cancer.
AMA–PCPI/American Society of Clinical Oncol-

ogy (ASCO)/National Comprehensive Can-
cer Network (NCCN). 

72. Colon Cancer: Chemotherapy for Stage III Colon Cancer Patients ......................................... AMA–PCPI/ASCO/NCCN. 
76. Prevention of Catheter-Related Bloodstream Infections (CRBSI)—Central Venous Catheter 

Insertion Protocol.
AMA–PCPI. 
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TABLE 15—FINAL 2008 PQRI MEASURES SELECTED FOR 2009—Continued 

Measure number and title Measure source 

79. End-Stage Renal Disease (ESRD): Influenza Vaccination in Patients with ESRD .................. AMA–PCPI. 
81. End-Stage Renal Disease (ESRD): Plan of Care for Inadequate Hemodialysis in ESRD Pa-

tients+.
AMA–PCPI. 

82. End-Stage Renal Disease (ESRD): Plan of Care for Inadequate Peritoneal Dialysis∂ .......... AMA–PCPI. 
83. Hepatitis C: Testing for Chronic Hepatitis C—Confirmation of Hepatitis C Viremia ................ AMA–PCPI. 
84. Hepatitis C: Ribonucleic Acid (RNA) Testing Before Initiating Treatment ................................ AMA–PCPI. 
85. Hepatitis C: HCV Genotype Testing Prior to Therapy .............................................................. AMA–PCPI. 
86. Hepatitis C: Consideration for Antiviral Therapy in HCV Patients ............................................ AMA–PCPI. 
87. Hepatitis C: HCV Ribonucleic Acid (RNA) Testing at Week 12 of Treatment ......................... AMA–PCPI. 
89. Hepatitis C: Counseling Regarding Risk of Alcohol Consumption ........................................... AMA–PCPI. 
90. Hepatitis C: Counseling of Patients Regarding Use of Contraception Prior to Starting 

Antiviral Therapy.
AMA–PCPI. 

91. Acute Otitis Externa (AOE): Topical Therapy ........................................................................... AMA–PCPI. 
92. Acute Otitis Externa (AOE): Pain Assessment ......................................................................... AMA–PCPI. 
93. Acute Otitis Externa (AOE): Systemic Antimicrobial Therapy—Avoidance of Inappropriate 

Use.
AMA–PCPI. 

94. Otitis Media with Effusion (OME): Diagnostic Evaluation—Assessment of Tympanic Mem-
brane Mobility.

AMA–PCPI. 

95. Otitis Media with Effusion (OME): Hearing Testing .................................................................. AMA–PCPI. 
99. Breast Cancer Resection Pathology Reporting: pT Category (Primary Tumor) and pN Cat-

egory (Regional Lymph Nodes) with Histologic Grade.
AMA–PCPI/College of American Pathologists 

(CAP). 
100. Colorectal Cancer Resection Pathology Reporting: pT Category (Primary Tumor) and pN 

Category (Regional Lymph Nodes) with Histologic Grade.
AMA–PCPI/CAP. 

102. Prostate Cancer: Avoidance of Overuse of Bone Scan for Staging Low-Risk Prostate Can-
cer Patients.

AMA–PCPI. 

104. Prostate Cancer: Adjuvant Hormonal Therapy for High-Risk Prostate Cancer Patients ....... AMA–PCPI. 
105. Prostate Cancer: Three-Dimensional (3D) Radiotherapy ....................................................... AMA–PCPI. 
106. Major Depressive Disorder (MDD): Diagnostic Evaluation ..................................................... AMA–PCPI. 
107. Major Depressive Disorder (MDD): Suicide Risk Assessment ............................................... AMA–PCPI. 
108. Rheumatoid Arthritis: Disease Modifying Anti-Rheumatic Drug Therapy ............................... NCQA. 
109. Osteoarthritis (OA): Function and Pain Assessment .............................................................. AMA–PCPI. 
110. Preventive Care and Screening: Influenza Immunization for Patients ≥ 50 Years Old* ........ AMA–PCPI. 
111. Preventive Care and Screening: Pneumonia Vaccination for Patients 65 years and Older* NCQA. 
112. Preventive Care and Screening: Screening Mammography* ................................................. NCQA. 
113. Preventive Care and Screening: Colorectal Cancer Screening* ............................................ NCQA. 
114. Preventive Care and Screening: Inquiry Regarding Tobacco Use ......................................... AMA–PCPI. 
115. Preventive Care and Screening: Advising Smokers to Quit ................................................... NCQA. 
116. Inappropriate Antibiotic Treatment for Adults with Acute Bronchitis—Avoidance of Inappro-

priate Use.
NCQA. 

117. Diabetes Mellitus: Dilated Eye Exam in Diabetic Patient ....................................................... NCQA. 
118. Coronary Artery Disease (CAD): Angiotensin-Converting Enzyme (ACE) Inhibitor or 

Angiotensin Receptor Blocker (ARB) Therapy for Patients with CAD and Diabetes and/or Left 
Ventricular Systolic Dysfunction (LSVD).

AMA–PCPI. 

119. Diabetes Mellitus: Urine Screening for Microalbumin or Medical Attention for Nephropathy 
in Diabetic Patients.

NCQA. 

121. Chronic Kidney Disease (CKD): Laboratory Testing (Calcium, Phosphorus, Intact Parathy-
roid Hormone (iPTH) and Lipid Profile).

AMA–PCPI 

122. Chronic Kidney Disease (CKD): Blood Pressure Management ............................................. AMA–PCPI. 
123. Chronic Kidney Disease (CKD): Plan of Care: Elevated Hemoglobin for Patients Receiving 

Erythropoiesis—Stimulating Agents (ESA).
AMA–PCPI. 

124. HIT: Adoption/Use of Electronic Health Records (EHR)* ....................................................... Quality Insights of Pennsylvania (QIP)/CMS. 
126. Diabetes Mellitus: Diabetic Foot and Ankle Care, Peripheral Neuropathy: Neurological 

Evaluation.
American Podiatric Medical Association 

(APMA). 
127. Diabetes Mellitus: Diabetic Foot and Ankle Care, Ulcer Prevention: Evaluation of Footwear APMA. 
128. Preventive Care and Screening: Body Mass Index (BMI) Screening and Follow-Up ............ QIP/CMS. 
130. Documentation and Verification of Current Medications in the Medical Record .................... QIP/CMS. 
131. Pain Assessment Prior to Initiation of Patient Treatment ....................................................... QIP/CMS. 
134. Screening for Clinical Depression ........................................................................................... QIP/CMS. 

+ This measure is reportable only via registry-based reporting and is not reportable via claims-based reporting. 
* This measure is 1 of 10 measures on which specifications are available for testing electronic submission via EHRs. 

The following proposed measures 
included in the 2008 PQRI on the basis 
of AQA adoption were considered and 
specifically declined for endorsement 
by NQF on or before August 31, 2008 
and therefore are not included in the 
final measure set for the 2009 PQRI: 

• Measure #73 Cancer: Plan for 
Chemotherapy Documented 

• Measure #77 Gastroesophageal 
Reflux Disease (GERD): Assessment of 
GERD Symptoms in Patients Receiving 
Chronic Medication for GERD 

• Measure #78 ESRD: Vascular 
Access for Patients Undergoing 
Hemodialysis 

• Measure #101 Prostate Cancer: 
Appropriate Initial Evaluation 

• Measure #132 Patient Co- 
Development of Treatment Plan/Plan of 
Care. 
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As described in sections II.O2. and III. 
of this final rule with comment period, 
the MIPPA authorized a new incentive 
program for successful electronic 
prescribers. As a result, section 
1848(m)(3)(A) of the Act, as 
redesignated by section 131(b)(3)(C) of 
the MIPPA and amended by section 
131(b)(3)(D)(iii) of the MIPPA for 2009 
and subsequent years, specifies that the 
PQRI quality measures shall not include 
electronic prescribing measures. 
Therefore, Measure # 125 HIT: 
Adoption/Use of Medication e- 
Prescribing is not included in the final 
set of 2009 PQRI quality measures. This 
measure will instead be used for the 
new e-prescribing incentive program 
authorized by MIPPA as discussed in 
section II.O2. 

Lastly, we are not finalizing the 
following proposed measures included 
in the 2008 PQRI primarily because our 
analysis of the 2007 PQRI results 
indicate that there were no satisfactory 
submissions and no quality data codes 
accepted for these measures during the 
2007 PQRI: 

• Measure #96 OME: Antihistamines 
or Decongestants—Avoidance of 
Inappropriate Use 

• Measure #97 OME: Systemic 
Antimicrobials—Avoidance of 
Inappropriate Use 

• Measure #98 OME: Systemic 
Corticosteroids—Avoidance of 
Inappropriate Use 

• Measure #120 CKD: ACE/ARB 
Therapy. 

With respect to Measures #96 through 
#98, we also believe that eligible 
professionals would be unlikely to 
voluntarily report inappropriate actions. 

With respect to Measure #120, our 
analysis of the 2007 PQRI results 
revealed that the measure requires 
multiple diagnosis codes. 

Please note that detailed measure 
specifications for 2008 PQRI quality 
measures may have been updated or 
modified during the NQF endorsement 
process or for other reasons prior to 
2009. The 2009 PQRI quality measure 
specifications for any given quality 
measure may, therefore, be different 
from specifications for the same quality 
measure used for 2008. Specifications 
for all 2009 PQRI quality measures, 
whether or not included in the 2008 
PQRI program, must be obtained from 
the specifications document for 2009 
PQRI quality measures, which will be 
available on the PQRI section of the 
CMS Web site on or before December 
31, 2008. 

As stated above, there are 5 measures 
listed in Table 15 that can be reported 
only via a registry for the 2009 PQRI 
and, therefore, are not reportable via 
claims-based reporting. 

ii. Additional NQF-Endorsed Measures 

We proposed to include in the 2009 
PQRI quality measure set 17 new 
measures endorsed by the NQF but that 
were not included in the 2008 PQRI 
quality measures. We received several 
comments on the 17 proposed 
additional NQF-endorsed measures, 
which are summarized and addressed 
below. 

Comment: We received several 
comments in support of the proposed 
additional NQF-endorsed measures. 
Comments were received specifically in 
support of the following measures: 

• Anti-platelet Medications at 
Discharge. 

• Hemodialysis Vascular Access 
Decision-making by Surgeons to 
Maximize Placement of Autogeneous 
Arterial Venous Fistula. 

One commenter, also the measure’s 
developer, recommended the removal of 
the proposed measure ‘‘Use of Imaging 
Studies in Low Back Pain’’ and noted 
that this measure does not share a 
common denominator with the other 
measures within the Back Pain 
measures group. 

Response: We concur with the 
comments in support of the proposed 
additional NQF-endorsed measures. 
However, for the reasons recommended 
by the measure developer the proposed 
measure ‘‘Use of Imaging Studies in 
Low Back Pain’’ has been removed from 
the 2009 PQRI quality measures set. 

For the 2009 PQRI quality measure 
set, we are finalizing 15 of the 17 
proposed measures that were endorsed 
by the NQF but were not included in the 
2008 PQRI quality measures. These 17 
measures are identified in Table 16. 
Besides having NQF endorsement, these 
measures were considered ready for 
implementation for the purposes of the 
2009 PQRI as of October 15, 2008 based 
on the following—(1) the final, detailed 
specifications for use in data collection 
for PQRI have been completed and are 
ready for implementation, and (2) all of 
the Category II Current Procedural 
Terminology (CPT II) codes required for 
the measure to be reported by claims 
have been established and will be 
effective for CMS claims data 
submission on or before January 1, 2009. 

TABLE 16—FINAL ADDITIONAL NQF–ENDORSED MEASURES 

Measure title Measure source 

Osteoarthritis (OA): Assessment for Use of Anti-Inflammatory or Analgesic Over-the-Counter 
(OTC) Medications.

AMA–PCPI. 

Back Pain: Initial Visit ...................................................................................................................... NCQA. 
Back Pain: Physical Exam .............................................................................................................. NCQA. 
Back Pain: Advice for Normal Activities .......................................................................................... NCQA. 
Back Pain: Advice Against Bed Rest .............................................................................................. NCQA. 
Diabetes Mellitus: Foot Exam ......................................................................................................... NCQA. 
Coronary Artery Bypass Graft (CABG): Prolonged Intubation (Ventilation)+ .................................. STS. 
Coronary Artery Bypass Graft (CABG): Deep Sternal Wound Infection Rate+ .............................. STS. 
Coronary Artery Bypass Graft (CABG): Stroke/Cerebrovascular Accident (CVA)+ ........................ STS. 
Coronary Artery Bypass Graft (CABG): Post-operative Renal Insufficiency+ ................................. STS. 
Coronary Artery Bypass Graft (CABG): Surgical Re-exploration+ .................................................. STS. 
Coronary Artery Bypass Graft (CABG): Anti-platelet Medications at Discharge+ .......................... STS. 
Coronary Artery Bypass Graft (CABG): Beta Blockade at Discharge+ .......................................... STS. 
Coronary Artery Bypass Graft (CABG): Lipid Management and Counseling+ ............................... STS. 
Hemodialysis Vascular Access Decision-Making by Surgeons To Maximize Placement of Au-

togenous Arterial Venous Fistula.
Society for Vascular Surgeons (SVS). 

+ This measure is reportable only via registry-based reporting and is not reportable via claims-based reporting. 

As previously mentioned in this final 
rule, we are not finalizing the proposed 

measure, Use of Imaging Studies in Low 
Back Pain, in the final 2009 PQRI 

quality measures set listed in Table 16 
based on comments received. 
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In addition, we are not finalizing the 
following proposed NQF-endorsed 
measure in the final 2009 PQRI 
measures because its adaptation to the 
PQRI format was subsequently found to 
be not feasible: Selection of Antibiotic 
Administration for Cardiac Surgery 
Patients. Substantive components of this 
measure are duplicative of Measure # 21 
Perioperative Care: Selection of 
Prophylactic Antibiotic—First OR 
Second Generation Cephalosporin, 
which is listed in Table 15. 

As stated above, there are 8 measures 
listed in Table 16 that can be reported 
only via a registry for the 2009 PQRI 
and, therefore, are not reportable via 
claims-based reporting. 

As described in the CY 2009 PFS 
proposed rule (73 FR 38570), measures 
designated as T### in the proposed rule 
indicated that the measure was included 
in the 2008 Measure Testing Process. 
The T#### identifier was removed from 
Table 16 in this final rule with comment 
because each measure in the final 2009 
PQRI quality measures set will be 
assigned a unique number which may 
be obtained from the detailed 
specifications which will be made 
available on the PQRI section of the 
CMS Web site no later than December 
31, 2008. 

iii. Additional AQA Adopted Measures 

As discussed in the CY 2009 PFS 
proposed rule (73 FR 38565 through 

38566), in circumstances where no 
NQF-endorsed measure is available, a 
quality measure that has been adopted 
by the AQA would also meet the 
requirements of section 1848(k)(2)(B)(i) 
of the Act. As such, we proposed 21 
new measures adopted by the AQA that 
had not yet been reviewed or endorsed 
by the NQF at the time the CY 2009 PFS 
proposed rule was published and that 
were not included in the final set of 
2008 PQRI quality measures (73 FR 
38571). 

We received numerous comments on 
the 21 proposed additional AQA- 
adopted measures, which are 
summarized and addressed below. 

Comment: Numerous commenters 
were in support of the inclusion of the 
following proposed additional AQA- 
adopted measures in the final 2009 
PQRI measures: 

• T138 Melanoma: Coordination of 
Care. 

• T139 Cataracts: Cataracts: 
Comprehensive Preoperative 
Assessment for Cataract Surgery with 
Intraocular Lens (IOL) Placement. 

• T140 Age-Related Macular 
Degeneration (AMD): Counseling on 
Antioxidant Supplement. 

• T141 Primary Open-Angle 
Glaucoma (POAG): Reduction of 
Intraocular Pressure (IOP) by 15 percent 
OR Documentation of a Plan of Care. 

• T143 Oncology: Medical and 
Radiation—Plan of Care for Pain. 

• Oncology: Medical and Radiation- 
Pain Intensity Quantified. 

• Oncology: Recording of Clinical 
Stage for Lung Cancer and Esophageal 
Cancer. 

However, we received 2 comments 
specifically suggesting that the proposed 
measure, T144 Radiology: Computed 
Tomography (CT) Radiation Dose 
Reduction, not be finalized as part of the 
2009 PQRI quality measures for failure 
to achieve a recommendation for 
endorsement by the NQF Steering 
Committee on Outpatient Imaging 
Efficiency. 

Response: As suggested by 
commenters Measure T144 Radiology: 
Computed Tomography (CT) Radiation 
Dose Reduction will not be finalized as 
part of the 2009 PQRI quality measures 
set because the measure was specifically 
reviewed by NQF on or before August 
31, 2008 but declined for endorsement. 
All other additional AQA-adopted 
measures specifically supported by 
commenters are being finalized for the 
2009 PQRI. 

We are including in the final 2009 
PQRI quality measure set 19 of the 21 
proposed measures adopted by AQA 
that had not yet been reviewed or 
endorsed by the NQF at the time the CY 
2009 PFS proposed rule was published 
and that were not included in the final 
set of 2008 PQRI quality measures. 
These measures are identified in Table 
17. 

TABLE 17—FINAL ADDITIONAL AQA-ADOPTED MEASURES 

Measure title Measure source 

Chronic Kidney Disease (CKD): Influenza Immunization ........................................................................................................ AMA–PCPI. 
Melanoma: Follow-Up Aspects of Care ................................................................................................................................... AMA–PCPI/NCQA. 
Melanoma: Continuity of Care—Recall System ...................................................................................................................... AMA–PCPI/NCQA. 
Melanoma: Coordination of Care ............................................................................................................................................ AMA–PCPI/NCQA. 
Cataracts: Comprehensive Preoperative Assessment for Cataract Surgery with Intraocular Lens (IOL) Placement ........... AMA–PCPI/NCQA. 
Age-Related Macular Degeneration (AMD): Counseling on Antioxidant Supplement ............................................................ AMA–PCPI/NCQA. 
Primary Open-Angle Glaucoma (POAG) : Reduction of Intraocular Pressure (IOP) by 15% OR Documentation of a Plan 

of Care.
AMA–PCPI/NCQA. 

Oncology: Medical and Radiation—Plan of Care for Pain ...................................................................................................... AMA–PCPI. 
Radiology: Exposure Time Reported for Procedures Using Fluoroscopy .............................................................................. AMA–PCPI/NCQA. 
Oncology: Medical and Radiation—Pain Quantified ............................................................................................................... AMA–PCPI. 
Radiology: Inappropriate Use of ‘‘Probably Benign’’ Assessment Category in Mammography Screening ............................ AMA–PCPI. 
Coronary Artery Disease (CAD): Lipid Profile in Patients with CAD ...................................................................................... AMA–PCPI. 
Chronic Kidney Disease (CKD): Referral for Arteriovenous (AV) Fistula ............................................................................... AMA–PCPI. 
Falls: Plan of Care ................................................................................................................................................................... AMA–PCPI. 
Falls: Risk Assessment ........................................................................................................................................................... AMA–PCPI. 
Oncology: Radiation Dose Limits to Normal Tissues .............................................................................................................. AMA–PCPI. 
Hepatitis C: Hepatitis A Vaccination ........................................................................................................................................ AMA–PCPI. 
Hepatitis C: Hepatitis B Vaccination ........................................................................................................................................ AMA–PCPI. 
Oncology: Recording of Clinical Stage for Lung Cancer and Esophageal Cancer ................................................................ STS. 

The following proposed measures are 
not included in the final 2009 PQRI 
quality measure set because they were 
reviewed by NQF on or before August 
31, 2008 and were not recommended for 
endorsement: 

• Measure T144 Radiology: 
Computed Tomography (CT) Radiation 
Dose Reduction; and 

• Osteoporosis: Counseling for 
Vitamin D, Calcium Intake, and 
Exercise. 

Besides being adopted by the AQA, 
the measures we finalized were 
considered ready for implementation for 
the purposes of the 2009 PQRI as of 
October 15, 2008 based on the 
following—(1) the final, detailed 
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specifications for use in data collection 
for PQRI have been completed and are 
ready for implementation, and (2) all of 
the CPT II codes required for the 
measure to be reported by claims have 
been established and will be effective 
for CMS claims data submission on or 
before January 1, 2009. 

As described in section III.O.4.b, 
measures designated as T### in the 
proposed rule indicated that the 
measure was included in the 2008 
Measure Testing Process. The T#### 
identifier was removed from Table 17 in 
the final rule with comment period 
because each measure in the final 2009 
PQRI measure set will be assigned an 
unique number which may be obtained 
from the detailed specifications which 
will be made available on the PQRI 
section of the CMS Web site no later 
than December 31, 2008. 

iv. Additional Measures Selected 
Contingent upon NQF Endorsement or 
AQA Adoption by August 31, 2008 

We proposed to include in the 2009 
PQRI quality measure set 26 new 
measures that had not yet received NQF 
endorsement or AQA adoption at the 
time of the publication of the proposed 
rule but whose selection was contingent 
on NQF endorsement and/or AQA 

adoption by August 31, 2008 (73 FR 
38571 through 38572). 

We received several comments on 
these 26 proposed measures, which are 
summarized and addressed below. 

Comment: Several commenters were 
in support of the following proposed 
measures that have since been NQF 
endorsed and/or AQA adopted as of 
August 31, 2008: 

• Nuclear Medicine: Correlation with 
Existing Imaging Studies for all Patients 
Undergoing Bone Scintigraphy; and 

• Preventive Care and Screening: 
Unhealthy Alcohol Use—Screening & 
Brief Counseling. 

One commenter, also the measure’s 
developer, noted that the proposed 
measure Lipid Screening is not available 
for use in the 2009 PQRI. Several 
commenters stated the following 
proposed measures do not represent 
standards of care and have technical 
issues and therefore, opposed inclusion 
of these measures in the final 2009 PQRI 
measure set: 

• Rheumatoid Arthritis: Appropriate 
Use of Biologic Disease Modifying Anti- 
Rheumatic Drugs (DMARDs); 

• Chronic Wound Care: Offloading of 
Diabetic Foot Ulcers; 

• Diabetes Mellitus: Diabetic Foot and 
Ankle Care, Peripheral Arterial 
Disease—Ankle Brachial Index; and 

• Palliative Care: Dyspnea Screening 
and Management. 

Response: The final 2009 PQRI 
measures have been selected based 
upon the following criteria as stated in 
the proposed rule: 

• Achievement of NQF endorsement 
or AQA adoption by August 31, 2008; 

• Readiness for implementation for 
the purposes of the 2009 PQRI if by 
October 15, 2008—(1) the final, detailed 
specifications for use of the measure in 
data collection for PQRI have been 
completed and are ready for 
implementation, and (2) all of the CPT 
II codes required for the measure to be 
reported by claims have been 
established and will be effective for 
CMS claims based submission on or 
before January 1, 2009; and 

• Proposed for use in the 2009 PQRI 
in the CY 2009 PFS proposed rule with 
an opportunity for public comment via 
the rulemaking process. 

As identified in Table 18, we are 
including in the final 2009 PQRI quality 
measure set 18 of 26 proposed measures 
that were contingent upon NQF 
endorsement or AQA adoption by 
August 31, 2008. 

TABLE 18—FINAL MEASURES SELECTED FOR 2009 CONTINGENT UPON NQF ENDORSEMENT OR AQA ADOPTION BY 
AUGUST 31, 2008 

Measure title Measure source 

Nuclear Medicine: Correlation with Existing Imaging Studies for all Patients Undergoing Bone Scintigraphy ...................... AMA–PCPI. 
Preventive Care and Screening: Unhealthy Alcohol Use—Screening & Brief Counseling .................................................... AMA–PCPI. 
Pediatric ESRD: Adequacy of Hemodialysis+ ......................................................................................................................... AMA–PCPI. 
Pediatric ESRD: Influenza Immunization ................................................................................................................................ AMA–PCPI. 
Rheumatoid Arthritis: Tuberculosis Screening ........................................................................................................................ AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Periodic Assessment of Disease Activity ............................................................................................. AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Functional Limitation Assessment ........................................................................................................ AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Assessment and Classification of Disease Prognosis ......................................................................... AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Glucocorticoid Management ................................................................................................................. AMA–PCPI/NCQA. 
Endoscopy & Polyp Surveillance: Surveillance Colonoscopy Interval in Patients with History of Adenomatous Polyps ...... AMA–PCPI/NCQA. 
Wound Care: Use of Compression System in Patients with Venous Ulcers .......................................................................... AMA–PCPI/NCQA. 
HIV/AIDS: CD4+ Cell Count or CD4+ Percentage+ ................................................................................................................ AMA–PCPI/NCQA. 
HIV/AIDS: Pneumocystis Jiroveci Pneumonia (PCP) Prophylaxis∂ ....................................................................................... AMA–PCPI/NCQA. 
HIV/AIDS: Adolescent and Adult Patients with HIV/AIDS who are Prescribed Potent Antiretroviral Therapy+ ..................... AMA–PCPI/NCQA. 
HIV/AIDS: HIV RNA Control After 6 Months of Potent Antiretroviral Therapy+ ...................................................................... AMA–PCPI/NCQA. 
Elder Maltreatment Screen and Follow-up Plan ..................................................................................................................... QIP/CMS. 
Functional Outcome Assessment in Chiropractic Care .......................................................................................................... QIP/CMS. 
Endarterectomy: Use of Patch During Conventional Endarterectomy .................................................................................... SVS. 

+ This measure is reportable only via registry-based reporting and is not reportable via claims-based reporting. 

These measures were selected based 
on the comments received, whether the 
measure received NQF endorsement 
and/or AQA adoption by August 31, 
2008, and whether the measure was 
ready for implementation by October 15, 
2008. A measure was considered ready 
for implementation for the purposes of 
the 2009 PQRI if by October 15, 2008— 
(1) the final, detailed specifications for 

use of the measure in data collection for 
PQRI have been completed and are 
ready for implementation, and (2) all of 
the CPT II codes required for the 
measure have been established and will 
be effective for CMS claims based 
submission on or before January 1, 2009. 

These additional measures augment 
the opportunity for eligible 
professionals to submit quality data 

under the PQRI where there were 
limited measures. These additional 
measures include the addition of 
measures for nuclear medicine services, 
pediatric ESRD services, rheumatoid 
arthritis services, gastroenterology 
services, wound care, and chiropractic 
services. 

The following proposed measures are 
not included in the final set of 2009 
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PQRI quality measures listed in Table 
18 because they did not achieve NQF 
endorsement or AQA adoption as of 
August 31, 2008: 

• Chronic Wound Care: Offloading of 
Diabetic Foot Ulcers; 

• Diabetes Mellitus: Diabetic Foot and 
Ankle Care, Peripheral Arterial 
Disease—Ankle Brachial Index; and 

• Endarterectomy: Perioperative 
Stroke or Death in Asymptomatic 
Patient Undergoing Carotid 
Endarterectomy (CEA). 

The following proposed measures are 
not included in the final set of 2009 
PQRI quality measures listed in Table 
18 because they were not ready for 
implementation by October 15, 2008: 

• Lipid Screening; 
• Rheumatoid Arthritis: Appropriate 

Use of Biologic Disease Modifying Anti- 
Rheumatic Drugs (DMARDs); and 

• Participation by Physician or Other 
Clinician in a Systematic Clinical 
Database Registry that includes 
Consensus Endorsed Quality Measures. 

That is, by October 15, 2008, (1) the 
final, detailed specifications for use of 
the measure in data collection for PQRI 
have not been completed and/or are not 
ready for implementation, or (2) all of 
the CPT II codes required for the 
measure to be reported by claims have 
not been established and/or will not be 
effective for CMS claims based 
submission on or before January 1, 2009. 

In addition, we did not include in the 
final set of PQRI measures listed in 
Table 18 the following proposed 
measures that subsequently were 
adopted by the AQA, because their 
adaptation to the PQRI format was 
subsequently found to be not feasible: 

• Palliative Care: Dyspnea Screening 
and Management. 

Finally, we did not include in the 
final PQRI measures listed in Table 18 
the following proposed measure: 

• Endarterectomy: Peri-operative 
Anti-platelet Therapy for Patients 
Undergoing Carotid Endarterectomy 
(CEA) 

We did not include this measure in 
the final 2009 PQRI quality measures set 
for many reasons. First, this measure is 
not reportable through claims 
submission. The SVS did not self- 
nominate to become a qualified registry 
for the 2008 PQRI and the SVS registry 
is not currently collecting this measure. 
In addition, we are not aware of any 
other registries collecting this measure. 

As stated above, however, there are 5 
measures listed in Table 18 that can be 
reported only via a registry for the 2009 
PQRI, and therefore, are not reportable 
via claims-based reporting. 

v. Measures Selected for Inclusion in 
2009 Measures Groups 

As discussed in the CY 2009 PFS 
proposed rule, we proposed to retain 
three of the four 2008 PQRI measures 
groups for the 2009 PQRI—(1) Diabetes 
Mellitus, (2) CKD, and (3) Preventive 
Care. The measures proposed for 
inclusion in the 2009 Diabetes Mellitus, 
CKD, and Preventive Care measures 
groups were identified in the CY 2009 
PFS proposed rule (73 FR 38572 
through 38573). 

In addition to these three proposed 
measures groups retained from 2008 
with applicable modifications, there 
were six new measures groups proposed 
for the 2009 PQRI: (1) CABG Surgery; (2) 
CAD; (3) Rheumatoid Arthritis; (4) HIV/ 
AIDS; (5) Perioperative Care; and (6) 
Back Pain. Each of the measures groups 
was proposed to contain at least four 
PQRI quality measures. Except for the 
Back Pain measures group, it was 
proposed that all measures included in 
a measures group could be reported 
individually or as part of a group. 
Measures in the Back Pain measures 
group were proposed to be reportable 
only as a part of this measures group. 

In the CY 2009 PFS proposed rule (73 
FR 38560), we invited comments on the 
proposed new measures groups, 
including suggestions for other 
measures groups based on individual 
measures included in the proposed 2009 
PQRI measure set. We explained that for 
the 2009 PQRI, measures groups must 
contain at least 4 measures and asked 
that all measures in each measures 
group suggested by commenters be 
included in the list of measures 
proposed in the CY 2009 PFS proposed 
rule (73 FR 38567 through 38572). We 
explained that the individual measures 
included in the final measures groups 
for the 2009 PQRI will be limited to 
those which are included in the final set 
of measures for the 2009 PQRI, as 
identified below. 

We received numerous comments on 
the proposed measures groups, which 
are summarized and addressed as 
follows. 

Comment: Many commenters 
suggested that we create a composite 
code for reporting all of the aspects of 
care within a measures group. One 
commenter specifically recommended 
that the CABG Surgery measures group 
be limited to a smaller number of 
measures unless a composite code is 
created for all aspects of care in the 
measures proposed for inclusion in the 
CABG Surgery measures group. 

Response: We continue to seek 
methods to simplify reporting and 
increase participation in PQRI. We agree 

with this suggestion and have taken the 
necessary steps to develop composite 
codes for reporting all of the aspects of 
care within a measures group. This 
composite code will aid to simplify and 
allow for ease of reporting for those 
eligible professionals who elect to report 
a measures group. The measures groups’ 
specifications document will be 
updated to include composite codes. No 
later than December 31, 2008, we will 
post the detailed specifications and 
specific instructions for reporting 
measures groups on the PQRI section of 
the CMS Web site at http:// 
www.cms.hhs.gov/pqri. 

Comment: We received numerous 
comments suggesting additional 
measures groups. Examples of measures 
groups’ topics suggested by commenters 
include, but are not limited to, 
geriatrics, hepatitis C, respiratory, 
ischemic vascular disease (IVD), 
cardiovascular disease and stroke care, 
stroke treatment, osteoporosis, and oral 
drug therapy. One commenter noted 
that the proposed measures groups are 
applicable to physicians only and 
encouraged us to consider other eligible 
professionals as new measures groups 
are identified. Some commenters 
suggested specific measures for 
inclusion in their suggested measures 
groups, but many commenters did not 
suggest specific groups of at least 4 
measures. 

Response: While we welcome the 
additional measures groups suggested 
by commenters, we are not able to 
consider such additional measures 
groups for inclusion in the 2009 PQRI 
since there is no opportunity for public 
comment on the measures groups’ 
potential inclusion in the 2009 PQRI. 
However, to the extent that commenters 
suggested specific measures for 
inclusion in a particular measures 
group, we will take the commenters’ 
suggestions into consideration for 
purposes of identifying measures groups 
for possible inclusion in future years’ 
PQRI. 

As stated in the CY 2009 PFS 
proposed rule (73 FR 38560), each 
measures group suggested by 
commenters must contain at least 4 
measures and must consist of the 
proposed measures cited in section 
II.O.4. of the proposed rule, ‘‘Proposed 
2009 PQRI Quality Measures.’’ The 
measures groups must have a particular 
clinical condition or focus in common, 
as identified by the denominator 
definition and coding of the measures 
groups. 

We encourage professional 
organizations and measure developers 
to engage in the development of 
measures groups, including measures 
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groups that are applicable to other 
nonphysician professionals. We will 
continue working with stakeholders to 
fill gaps for measures groups. 

Comment: We received multiple 
suggestions for altering the proposed 
measure groups. 

Response: As stated previously, we 
requested in the CY 2009 PFS proposed 
rule that suggestions for new measures 
groups or measures included in a 
particular measures group, must be 
based on individual measures included 
in the proposed 2009 PQRI quality 
measure set. In response to the 
suggestions provided by commenters, 
the Use of Imaging Studies in Low Back 
Pain measure has been removed from 
the Back Pain measures group due to the 
frequency for the process of care being 
inconsistent with the other measures in 
this measures group. No new measures 
groups have been established outside of 
what was included in the CY 2009 PFS 
proposed rule. However, we encourage 
professional organizations and measure 
developers to engage in the 
development of measure groups. We 
plan to continue working with 
stakeholders to fill gaps for measures 
groups. 

Comment: Several commenters 
recommended retaining the ESRD 
Measures Group for the 2009 PQRI by 
replacing the 2008 PQRI Measure #80: 

Plan of Care for ESRD Patients with 
Anemia which was declined for NQF 
endorsement with the proposed 2009 
PQRI Measure #82 ESRD: Plan of Care 
for Inadequate Peritoneal Dialysis listed 
in section II.O1.d. of this final rule, 
‘‘The Final 2009 PQRI Quality 
Measures.’’ 

Response: As stated in the proposed 
rule (73 FR 38560), the ESRD measures 
groups is not being included in the 2009 
PQRI because one of the measures in the 
group is no longer NQF-endorsed. The 
denominator definition and coding of 
the ESRD measures proposed and 
selected for the 2009 PQRI do not meet 
the requirements for a measures group 
as stated in section II.O1.b.ii. of this 
final rule with comment period. 
However, the proposed 2009 PQRI 
Measure #82 ESRD: Plan of Care for 
Inadequate Peritoneal Dialysis is 
available to be reported as an individual 
quality measure in the 2009 PQRI. 

Based on the comments we received, 
we are retaining three 2008 PQRI 
measures groups for the 2009 PQRI—(1) 
Diabetes Mellitus, (2) CKD, and (3) 
Preventive Care. In some cases, different 
or additional measures may be selected 
for inclusion in a particular measures 
group for use in 2009, compared to 
2008. Therefore, the composition of the 
Diabetes Mellitus, CKD, and Preventive 

Care measures groups may be different 
for the 2009 PQRI than for the 2008 
PQRI. The measures selected for 
inclusion in the 2009 Diabetes Mellitus, 
CKD, and Preventive Care measures 
groups are listed in Tables 19 through 
21. 

Some measures selected for inclusion 
in a 2009 measures group are current 
2008 PQRI measures. The title of each 
such measure is preceded with its PQRI 
Measure Number in Tables 19 through 
25. The PQRI Measure Number is a 
unique identifier assigned by CMS to all 
measures in the PQRI measure set. Once 
a PQRI Measure Number is assigned to 
a measure, it will not be used again, 
even if the measure is subsequently 
retired from the PQRI measure set. 
Measures that are not preceded by a 
number have never been part of a PQRI 
measure set until now. A number will 
be assigned to such measures for the 
2009 PQRI. As with measures group 
reporting in the 2008 PQRI, each eligible 
professional electing to report a group of 
measures for 2009 must report all 
measures in the group that are 
applicable to each patient or encounter 
to which the measures group applies at 
least up to the minimum number of 
patients required by applicable 
reporting criteria (described above in 
section II.O1.b.ii.). 

TABLE 19—FINAL MEASURES SELECTED FOR 2009 DIABETES MELLITUS MEASURES GROUP 

Measure title Measure source 

1. Diabetes Mellitus: Hemoglobin A1c Poor Control in Diabetes Mellitus .............................................................................. NCQA. 
2. Diabetes Mellitus: Low Density Lipoprotein (LDL–C) Control in Diabetes Mellitus ............................................................ NCQA. 
3. Diabetes Mellitus: High Blood Pressure Control in Diabetes Mellitus ................................................................................ NCQA. 
117. Diabetes Mellitus: Dilated Eye Exam in Diabetic Patient ............................................................................................... NCQA. 
119. Diabetes Mellitus: Urine Screening for Microalbumin or Medical Attention for Nephropathy in Diabetic Patients ........ NCQA. 
Diabetes Mellitus: Foot Exam .................................................................................................................................................. NCQA. 

TABLE 20—FINAL MEASURES SELECTED FOR 2009 CKD MEASURES GROUP 

Measure title Measure source 

121. Chronic Kidney Disease (CKD): Laboratory Testing (Calcium, Phosphorus, Intact Parathyroid Hormone (iPTH) and 
Lipid Profile).

AMA–PCPI. 

122. Chronic Kidney Disease (CKD): Blood Pressure Management ...................................................................................... AMA–PCPI. 
123. Chronic Kidney Disease (CKD): Plan of Care: Elevated Hemoglobin for Patients Receiving Erythropoiesis—Stimu-

lating Agents (ESA).
AMA–PCPI. 

Chronic Kidney Disease (CKD): Referral for Arteriovenous AV) Fistula ................................................................................ AMA–PCPI. 
Chronic Kidney Disease (CKD): Influenza Immunization ........................................................................................................ AMA–PCPI. 

TABLE 21—FINAL MEASURES SELECTED FOR 2009 PREVENTIVE CARE MEASURES GROUP 

Measure title Measure source 

39. Screening or Therapy for Osteoporosis for Women Aged 65 Years and Older .............................................................. AMA–PCPI/NCQA. 
48. Urinary Incontinence: Assessment of Presence or Absence of Urinary Incontinence in Women Aged 65 Years and 

Older.
AMA–PCPI/NCQA. 

110. Preventive Care and Screening: Influenza Immunization for Patients ≥ 50 Years Old ................................................. AMA–PCPI. 
111. Preventive Care and Screening: Pneumonia Vaccination for Patients 65 Years and Older ......................................... NCQA. 
112. Preventive Care and Screening: Screening Mammography ........................................................................................... NCQA. 
113. Preventive Care and Screening: Colorectal Cancer Screening ...................................................................................... NCQA. 
114. Preventive Care and Screening: Inquiry Regarding Tobacco Use ................................................................................. AMA–PCPI. 
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TABLE 21—FINAL MEASURES SELECTED FOR 2009 PREVENTIVE CARE MEASURES GROUP—Continued 

Measure title Measure source 

115. Preventive Care and Screening: Advising Smokers to Quit ........................................................................................... NCQA. 
128. Preventive Care and Screening: Body Mass Index (BMI) Screening and Follow-Up .................................................... QIP/CMS. 

In addition to the three measures 
groups retained from 2008 with 
applicable modifications, there are four 
new measures groups that we are 
finalizing for the 2009 PQRI: (1) CABG 

Surgery; (2) Rheumatoid Arthritis; (3) 
Perioperative Care; and (4) Back Pain. 
Each of the measures groups contains at 
least four PQRI measures. 

Tables 22 through 25 lists the 
measures selected for inclusion in each 
of these new measures groups. 

TABLE 22—FINAL MEASURES SELECTED FOR 2009 CABG MEASURES GROUP 

Measure title Measure source 

43. Coronary Artery Bypass Graft (CABG): Use of Internal Mammary Artery (IMA) in Isolated CABG Surgery .................. STS. 
44. Coronary Artery Bypass Graft (CABG): Preoperative Beta-Blocker in Patients with Isolated CABG Surgery ................ STS. 
Coronary Artery Bypass Graft (CABG): Prolonged Intubation (Ventilation) + ......................................................................... STS. 
Coronary Artery Bypass Graft (CABG): Deep Sternal Wound Infection Rate + ...................................................................... STS. 
Coronary Artery Bypass Graft (CABG): Stroke/Cerebrovascular Accident (CVA) + ............................................................... STS. 
Coronary Artery Bypass Graft (CABG): Post-operative Renal Insufficiency + ........................................................................ STS. 
Coronary Artery Bypass Graft (CABG): Surgical Re-exploration + ......................................................................................... STS. 
Coronary Artery Bypass Graft (CABG): Anti-platelet Medications at Discharge + .................................................................. STS. 
Coronary Artery Bypass Graft (CABG): Beta Blockers Administered at Discharge + ............................................................. STS. 
Coronary Artery Bypass Graft (CABG): Lipid Management and Counseling + ....................................................................... STS. 

+ This measure is reportable only via registry-based reporting and is not reportable via claims-based reporting. 

TABLE 23—FINAL MEASURES SELECTED FOR 2009 RHEUMATOID ARTHRITIS MEASURES GROUP 

Measure title Measure source 

108. Rheumatoid Arthritis: Disease Modifying Anti-Rheumatic Drug (DMARD) Therapy ...................................................... NCQA. 
Rheumatoid Arthritis: Tuberculosis Screening ........................................................................................................................ AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Periodic Assessment of Disease Activity ............................................................................................. AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Functional Limitation Assessment ........................................................................................................ AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Assessment and Classification of Disease Prognosis ......................................................................... AMA–PCPI/NCQA. 
Rheumatoid Arthritis: Glucocorticoid Management ................................................................................................................. AMA–PCPI/NCQA. 

TABLE 24—FINAL MEASURES SELECTED FOR 2009 PERIOPERATIVE CARE MEASURES GROUP 

Measure title Measure source 

20. Perioperative Care: Timing of Antibiotic Prophylaxis—Ordering Physician ...................................................................... AMA–PCPI/NCQA. 
21. Perioperative Care: Selection of Prophylactic Antibiotic—First OR Second Generation Cephalosporin ......................... AMA–PCPI/NCQA. 
22. Perioperative Care: Discontinuation of Prophylactic Antibiotics (Non-Cardiac Procedures) ............................................ AMA–PCPI/NCQA. 
23. Perioperative Care: Venous Thromboembolism (VTE) Prophylaxis (When Indicated in ALL Patients) .......................... AMA–PCPI/NCQA. 

TABLE 25—FINAL MEASURES SELECTED FOR 2009 BACK PAIN MEASURES GROUP 

Measure title Measure source 

Back Pain: Initial Visit .............................................................................................................................................................. NCQA. 
Back Pain: Physical Exam ....................................................................................................................................................... NCQA. 
Back Pain: Advice for Normal Activities .................................................................................................................................. NCQA. 
Back Pain: Advice Against Bed Rest ...................................................................................................................................... NCQA. 

We are not finalizing the proposed 
CAD and HIV/AIDS measures groups. 
Analysis of the proposed CAD measures 
group has revealed difficulty with 
determining a common denominator 
and that two of the four measures 
within this measures group would 
require additional diagnosis codes in 
order to be applicable for the group. 
Analysis of the proposed HIV/AIDS 

measures group has revealed several 
barriers for establishing the common 
denominator and the consecutive 
patient determination. While these are 
meaningful individual quality measures, 
we believe that the issues as stated make 
it impractical to use these measures as 
measures groups. 

The measures in the Diabetes 
Mellitus; CKD; Preventive Care; 

Rheumatoid Arthritis, and Perioperative 
Care measures groups are reportable 
either individually or as part of the 
measures group. The measures in these 
measures groups can be reported 
through claims-based or registry-based 
submission. 

The measures in the Back Pain 
measures group are reportable only as a 
measures group, not as individual 
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measures. As individual measures, the 
measures in the Back Pain measures 
group are too basic; however, taken 
together they are meaningful indicators 
of quality of care for back pain. These 
measures are also reportable through 
claims-based or registry-based 
submission. 

Eight measures in the CABG surgery 
measures group are reportable only via 
registry-based reporting as a measures 
group or as individual measures. These 
measures cannot be reported through 
claims-based reporting because they 
cannot be feasibly specified for claims- 
based reporting. 

In addition, as discussed above, we 
did not finalize Measure #120 CKD: 
ACE/ARB Therapy in the 2009 PQRI. 
Therefore, we are removing Measure 
#120 from the CKD Measures Group and 
are instead replacing Measure #120 with 
the following 2 measures from Table 17: 

• CKD: Referral for AV Fistula. 
• CKD: Influenza Immunization. 
Analysis of Measure #120 revealed 

that the measure requires multiple 
diagnosis codes, which is inconsistent 
with the other measures in the CKD 
Measures Group. 

As noted in the CY 2009 PFS 
proposed rule (73 FR 38560), the 
detailed measure specifications and 
instructions for submitting data on those 
2009 measures groups that were also 
included as 2008 PQRI measures groups 
may be updated or modified prior to 
2009. Therefore, the 2009 PQRI measure 
specifications for any given measures 
group could be different from 
specifications and submission 
instructions for the same measures 
group used for 2008. These measure 
specification changes do not materially 
impact the intended meaning of the 
measures or the strength of the 
measures. Additionally, the 
specifications for measures groups 
would not necessarily contain all the 
specification elements of each 
individual measure making up the 
measures group. This is based on the 
need for a common set of denominator 
specifications for all the measures 
making up a measures group in order to 
define the applicability of the measures 
group. Therefore, the specifications and 
instructions for measures groups will be 
provided separately from the 
specifications and instructions for the 
individual 2009 PQRI measures. We 
will post the detailed specifications and 
specific instructions for reporting 
measures groups on the PQRI section of 
the CMS Web site at http:// 
www.cms.hhs.gov/pqri by no later than 
December 31, 2008. 

e. Uses of PQRI Information 

i. Overview and Summary 

In the CY 2009 PFS proposed rule (73 
FR 38574 through 38575) we indicated 
that we are contemplating a ‘‘Physician 
Compare’’ Web site similar to other Web 
pages we currently have at http:// 
www.medicare.gov for the public 
reporting of quality data for hospitals 
(Hospital Compare), dialysis facilities 
(Dialysis Facility Compare), nursing 
homes (Nursing Home Compare) and 
home health facilities (Home Health 
Compare) by enhancing the information 
found on the Physician and Other 
Healthcare Professional Directory (see 
http://www.medicare.gov/Physician/ 
Home.asp?bhcp=1) to include 
information about the quality of care 
and value for services provided by 
professionals to Medicare beneficiaries. 
There are a variety of data sources that 
could provide quality of care, value, and 
other information for services provided 
by professionals to Medicare 
beneficiaries that could be used to 
develop a Physician Compare Web site. 
As we indicated in the proposed rule, 
the data on PQRI quality measures that 
is submitted at the individual (that is, 
NPI) level by physicians and other 
eligible professionals could be the basis 
for public reporting of quality 
measurement performance results at 
either the individual or group (that is, 
TIN) level. We also indicated that as 
part of our broader goal to measure and 
make the quality of care for services 
furnished to Medicare beneficiaries 
publicly available and in support of the 
four cornerstones for value-driven 
health care (that is, connecting the 
health system through the use of 
interoperable health information 
technology; measuring and publishing 
information about quality; measuring 
and publishing information about price; 
and using incentives to promote high- 
quality and cost-effective care), we 
anticipate making information on the 
quality of care for services furnished by 
professionals to Medicare beneficiaries 
publicly available in the future. We also 
indicated that we anticipate exploring 
the use of information collected from 
the PQRI, including performance 
results, for this purpose. To assist us in 
determining the most appropriate uses 
of PQRI data, we invited comments on 
the following issues: 

• Ways to effectively engage eligible 
professionals, consumers, and other 
stakeholders in the development and 
evaluation of a valid and reliable public 
reporting system related to professional 
services provided to Medicare 
beneficiaries. 

• The venue and format for how PQRI 
information should be made publicly 
available. 

• Types of data that would be most 
useful and meaningful to consumers (for 
example, reporting results and/or 
performance results). 

• Types of data that would be most 
useful and meaningful for professionals. 

• Level at which PQRI information 
should be publicly reported (that is, at 
the individual professional, or NPI, 
level or the group, or TIN, level). 

• Types of PQRI measures and/or 
measures groups that would be most 
useful and meaningful to consumers. 

• Types of PQRI measures and/or 
measures groups that would be most 
useful and meaningful to professionals. 

• Review of the data to be publicly 
reported by eligible professionals. 

In addition, subsequent to the 
publication of the CY 2009 PFS 
proposed rule, section 1848(m)(5)(G) of 
the Act, as added by the MIPPA and 
described in section III. of this final rule 
with comment period, requires the 
Secretary to post on the CMS Web site, 
in an easily understandable format, a 
list of the names of eligible 
professionals (or group practices) who 
satisfactorily submitted data on quality 
measures for the PQRI and the names of 
the eligible professionals (or group 
practices) who are successful electronic 
prescribers as defined and discussed 
further below in section II.O2. This 
requirement, however, cannot be 
applied retrospectively to data that was 
collected prior to the enactment of the 
MIPPA. 

ii. Summary of Comments and 
Responses 

The following is a summary of the 
comments we received and our 
responses. 

Comment: A few commenters 
expressed general support for publicly 
reporting physician performance and/or 
participation information and 
applauded CMS’ efforts to assist 
beneficiaries in making informed 
decisions when choosing a health care 
provider. One commenter noted that 
although reporting performance 
information back to providers is an 
important first step, rapidly reporting 
performance information to the public is 
critical for informed decision-making by 
consumers and purchasers. Some 
commenters also expressed support for 
making specific types of information 
public about eligible professionals. 
Examples of information that 
commenters would like to see made 
public include, but are not limited to, 
board certification status and 
certification maintenance status, adding 
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hospital medicine to the list of 
specialties contained in the Physician 
and Other Healthcare Professional 
Directory, CAHPS patient survey data, 
an indicator of whether an eligible 
professional participates in a clinical 
data registry, and the numerators and 
denominators for any measure rates that 
are publicly reported. 

Response: We are pleased to have the 
commenters’ support for our broader 
goal to make information on physician 
performance publicly available. We 
agree that such information may be 
relevant and useful to a broad audience. 
Physicians and other eligible 
professionals can use information about 
their own performance and the 
performance of their peers to improve 
the quality of the care they deliver. 
Medicare beneficiaries and other 
consumers can use such information to 
inform their decision-making when it 
comes to selecting their health care 
providers. We note, however, that much 
of the information that commenters 
specifically requested be made public is 
beyond the scope of this final rule with 
comment period, which is limited to the 
public disclosure of PQRI information. 

Comment: A few commenters 
suggested that we limit public reporting 
of PQRI information to the names of the 
clinicians and/or group practices that 
satisfactorily participated and earned an 
incentive payment. 

Response: As stated previously, the 
MIPPA requires us to list the names of 
eligible professionals (or group 
practices) who satisfactorily submitted 
data on quality measures for the PQRI 
on our Web site. While we agree that 
information on who satisfactorily 
submits data on quality measures for the 
PQRI is useful information to have and 
plan to list only the names of physicians 
who satisfactorily participated in the 
2009 PQRI and earned an incentive 
payment, it is our goal to eventually 
make performance information public as 
well. We have made information on 
quality of care in other care settings 
publicly available and hope to 
eventually do the same for physicians 
and other health care practitioners as 
part of our broader goal to measure and 
make the quality of care for services 
furnished to Medicare beneficiaries 
publicly available. 

Comment: Several commenters felt 
that it would be premature to publicly 
report any information derived from 
PQRI at this time. Other commenters 
merely urged CMS to proceed 
cautiously when creating a Physician 
Compare Web site using PQRI data. 
Although some commenters supported 
limiting the information to be publicly 
reported to the names of eligible 

professionals and/or group practices 
that satisfactorily participate in PQRI 
and earned the bonus incentive 
payment, many commenters cited 
concerns with even listing just the 
names of participants. Some of the 
specific concerns cited include: 

• Lack of program stability; 
• Lack of evidence demonstrating that 

compliance with pay-for-reporting 
programs increases quality; 

• Lack of evidence to demonstrate the 
validity of some of the PQRI quality 
measures; 

• Successful participation 
demonstrates only an eligible 
professional’s ability to implement a 
process and is not a measure of quality; 

• Publicly reporting PQRI 
participation information may give 
beneficiaries or others who visit the 
Web site the false impression that 
eligible professionals who participated 
are practicing higher quality medicine 
than those who do not participate; 

• Not clear how information on an 
individual’s participation in the PQRI 
would be helpful or meaningful; 

• The analysis of physician 
performance on some measures will be 
based on small numbers; 

• CMS’ data on PQRI participation 
may be an inaccurate representation of 
the number of eligible professionals 
participating or making a good faith 
effort to participate in PQRI since 
clearinghouses inappropriately removed 
NPI information from claims 
submissions; 

• Major improvements are needed to 
the Physician and Other Healthcare 
Professional Directory before it can form 
the basis for a Physician Compare Web 
site because there are accuracy issues 
associated with the data on the 
Physician and Other Healthcare 
Professional Directory; 

• It would be unfair to eligible 
professionals to publish PQRI 
information since no interim feedback 
reports are provided to help participants 
determine if they are reporting correctly; 

• It would be especially unfair to 
publicly report 2007 and 2008 data 
because eligible professionals were not 
informed in advance that such 
information would be publicly reported; 

• Publicly reporting 2007 PQRI 
participation information may be 
perceived by physicians as reneging on 
prior commitments that CMS made to 
physicians in which we indicated that 
we would not publicly report PQRI 
information at this time; 

• While other providers, such as 
hospitals, home health agencies, and 
nursing homes had many months of 
advance notice that CMS would be 
launching public reporting programs for 

those provider settings, eligible 
professionals were given no advance 
notice that PQRI information would be 
made public until very recently; 

• CMS does not have the authority to 
publicly report PQRI performance 
information since the Congress only 
gave CMS the authority to publicly 
report the names of successful 
participants; 

• The PQRI program is too new and 
is a voluntary program; 

• Many eligible professionals cannot 
participate in PQRI due to the lack of 
applicable measures; 

• Experience with PQRI is limited 
and individual eligible professionals are 
still trying to determine how to integrate 
PQRI into their office billing processes; 
and 

• There are numerous barriers, some 
of which are described above, that make 
it difficult for physicians and other 
eligible professionals to participate in 
the PQRI. 

Response: We are appreciative of the 
commenters’ thoughtful and 
constructive feedback and will take 
these concerns into consideration as we 
further develop our plans for publicly 
reporting PQRI information. While we 
understand the commenters’ concerns, 
we note that section 1848(m)(5)(G) of 
the Act, as added by the MIPPA, 
requires us to list the names of eligible 
professionals who satisfactorily 
submitted PQRI quality measures data 
in an easily understandable format on 
our Web site. As such, it is our intent 
to identify the eligible professionals 
who satisfactorily submit data on 
quality measures for the 2009 PQRI on 
the CMS Web site in 2010. We are not 
required, nor are we specifically 
authorized by MIPPA or preceding PQRI 
authorizing legislation, to publicly 
report 2007 and 2008 PQRI information 
submitted prior to July 15, 2008. 

Comment: A number of the 
commenters urged CMS to delay the 
public reporting of information derived 
from PQRI that was authorized by the 
MIPPA because eligible professionals 
should have the opportunity to view 
their individual data for several years 
before it is made public. Several 
commenters provided recommendations 
for CMS to consider with respect to 
publicly reporting PQRI information 
and specifically as we proceed with 
implementing the MIPPA provision to 
list the names of the individuals or 
physician groups who successfully 
participate in the PQRI on CMS’s Web 
site. Examples of some of the 
recommendations received include: 

• CMS should educate the public on 
PQRI and its limitations and include 
disclaimer language on the Web site 
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explaining the PQRI program and its 
limitations, such as the program is 
voluntary, there are many barriers to 
participation and many valid reasons for 
nonparticipation, there are many factors 
that could impact participation, the year 
to year changes to the program, and 
PQRI participation status is not a proxy 
for quality. 

• CMS should conduct a formal 
evaluation to closely review the 2007 
and 2008 PQRI program, including the 
program’s processes and the analysis 
and validation of the data gathered, 
before proceeding with public reporting 
of PQRI participation or performance 
data. No PQRI data should be publicly 
released until its accuracy and 
reliability is verified, otherwise, serious 
unintended consequences can occur. 
CMS must make every effort to ensure 
the accuracy of any information that 
will be made public, including 
demographic information and other 
information listed in the Physician and 
Other Healthcare Professional Directory, 
and provide the American Medical 
Association and medical specialty 
societies access to aggregate PQRI 
participation data so that these groups 
can analyze the data to ensure accuracy, 
improve upon identified quality gaps in 
specialty care, and work with 
physicians to boost participation. 

• The Web site should positively 
recognize physicians who attempted to 
participate in the program and if a 
physician or other eligible professional 
attempted to participate but was not 
deemed to be a successful participant, 
CMS should provide the eligible 
professionals with the reasons why and 
give the eligible professional the 
opportunity to correct any errors, 
appeal, and/or request that the 
participant’s explanation for why he or 
she was not successful be made public. 

• Eligible professionals should also 
be given the opportunity to publicly 
explain why they did not participate, 
including the ability to describe any 
quality improvement initiatives the 
eligible professional participates in. 

• CMS should provide more timely 
and detailed confidential feedback 
reports (including interim feedback 
reports) to providers so that they can 
quickly address any participation or 
performance issues before data is posted 
to the Web site. 

• Eligible professionals should be 
notified prior to the start of data 
collection that data collected in a 
particular year will be publicly reported 
and should be given sufficient 
opportunity to review and comment on 
any information that will be made 
public prior to its public release 
following an initial dry run in which 

reports are shared only with the eligible 
professionals. In addition, there should 
be a formal process to allow eligible 
professionals to correct any errors. CMS 
should also make the comments 
received from the review period public. 

• CMS should not report the names of 
those who satisfactorily submitted 
quality data until the data submission 
process and the reporting results have 
been verified. 

• CMS should work closely with the 
physician community and other 
stakeholders in establishing a Physician 
Compare Web site and should establish 
a multi-stakeholder workgroup to 
provide input and feedback to CMS on 
the development of the Web site, 
including identifying potential problem 
areas. This includes conducting focus 
groups with consumers and providers to 
determine the goals for public reporting 
prior to deciding which data to report. 

• CMS may want to consider 
reporting data at the physician group or 
team level as opposed to the individual 
level as well as consider reporting 
composite measures rather than 
individual measures. 

• Eligible professionals should have 
the ability to opt-out of having their 
information made public. 

• Public reporting of PQRI 
measurement results should be limited 
to those measures that have achieved an 
agreed upon baseline of scientific 
acceptability post-implementation or to 
those measures on which eligible 
professionals chose to submit data. 

• CMS should publish the names of 
participating eligible professionals only 
in cases where the PQRI measures that 
the eligible professionals reported on 
has been in use in the PQRI for at least 
3 years. This indicates at least some 
measure of stability in the program and 
allows CMS to recognize those eligible 
professionals that reported on measures 
that have been in use in PQRI for less 
than 3 years as early adopters. 

• Any Physician Compare tool 
developed by CMS needs to be user- 
friendly and thoroughly vetted and 
evaluated prior to going live to the 
public. CMS should consider formats 
that balance the needs of end users with 
the amount of data to be displayed and 
permit specific action by patients, 
families, and others. The Web site 
should be designed to report current 
measure sets but be flexible enough to 
grow with the addition of measures and 
physicians over time. 

• CMS should take a two-phase 
approach to publicly reporting PQRI 
information at the NPI level. In Phase 1 
CMS should publicize only the names of 
those who participated. After 2 years, 
then CMS should publicize the names of 

those who participated, those who did 
not participate and those who 
participated successfully in Phase 2. 

Response: We appreciate the 
numerous recommendations that were 
provided in the spirit of ensuring a 
successful launch of our efforts to make 
information about physician 
performance publicly available. As we 
proceed with making the names of the 
eligible professionals who satisfactorily 
report data on quality measures for the 
2009 PQRI, we will consider these 
suggestions along with other input 
received (both formally and informally) 
as part of our ongoing dialogue with 
stakeholders. We believe that many of 
these suggestions are reasonable and 
will try to incorporate them into our 
plans to the extent that they are feasible 
and practical. 

c. Plans for Publicly Reporting 
Information Derived From PQRI 

To support the delivery of high- 
quality, efficient health care and enable 
consumers and providers to make more 
informed health care decisions, CMS 
plans to launch a Physician and Other 
Health Care Professional Compare Web 
site that will enhance the information 
found on the current Physician and 
Other Health Care Professionals 
Directory at http://www.medicare.gov/ 
Physician/Home.asp?bhcp=1. CMS 
anticipates that the addition of a 
Physician and Other Health Care 
Professional Compare Web site to the 
compare family of Web sites will 
complement the quality information 
CMS already makes available for 
hospitals, dialysis facilities, nursing 
homes, and home health facilities. 
Similar to the other compare Web sites, 
Physician and Other Health Care 
Professional Compare will include 
information about the quality of care 
and value for services provided by 
physicians to Medicare beneficiaries. 

As a first step, we plan to use 
information from the PQRI program to 
populate a Physician and Other Health 
Care Professional Compare Web site. 

Based on the public comments 
received and the requirements under 
section 1848(m)(5)(G) of the Act, we 
will report publicly the names of 
eligible professionals that have 
satisfactorily submitted quality data for 
the 2009 PQRI. This information will be 
available in 2010, in an easily 
understandable format, on a Physician 
and Other Health Care Professional 
Compare Web site at http:// 
www.medicare.gov/Physician/ 
Home.asp?bhcp=1. 

For purposes of publicly reporting the 
names of eligible professionals, on a 
Physician and Other Health Care 
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Professional Compare Web site, we will 
post the names of eligible professionals 
who have (1) submitted data on the 
2009 PQRI quality measures through the 
claims-based reporting mechanism or 
through registry-based reporting, (2) met 
one of the satisfactory reporting criteria 
for the 2009 PQRI described in section 
II.O1.b above, and (3) received a PQRI 
incentive payment for covered 
professional services furnished between 
January 1, 2009 through December 31, 
2009. 

As with the other compare Web sites, 
CMS plans to continue to expand the 
information that is available on the 
Physician and Other Health Care 
Professional Compare Web site in the 
future. CMS may publicly report 
physician information that is 
maintained in the ‘‘Performance 
Measurement and Reporting System 
(PMRS),’’ SOR number 09–70–0584, as 
amended, in order to improve the 
quality and efficiency of health care 
delivery and enable consumers to make 
more informed health care decisions. 
This includes posting on an Internet 
Web site the names of those physicians 
who report data on quality measures 
through the PQRI as described above as 
well as other types of performance 
measurement information. More 
information about the PMRS SOR is 
available at http://www.cms.hhs.gov/ 
PrivacyActSystemofRecords/downloads/ 
0584.pdf. 

O2. Electronic Prescribing 
(E-Prescribing) Incentive Program 

a. Program Background and Statutory 
Authority 

As discussed in section III. of this 
final rule with comment period, the 
MIPPA authorizes a new incentive 
program beginning for 2009 for eligible 
professionals who are successful 
electronic prescribers. Since MIPPA was 
enacted after publication of the CY 2009 
PFS proposed rule, there was no 
discussion of this new incentive 
program in the CY 2009 PFS proposed 
rule. We note, however, that many of 
the requirements under MIPPA with 
respect to the new e-prescribing 
incentive program are self- 
implementing. In addition, section 
1848(m)(5)(C) of the Act, as 
redesignated and amended by the 
MIPPA, authorizes us to implement 
certain aspects of the 2009 e-prescribing 
incentive program by program 
instruction or otherwise. Given that the 
e-prescribing quality measure developed 
under the PQRI program will be used in 
2009, however, we are finalizing the 
2009 e-prescribing incentive program in 
this final rule with comment period. 

As defined in § 423.159(a), e- 
prescribing is the transmission, using 
electronic media, of prescription or 
prescription-related information 
between a prescriber, dispenser, 
pharmacy benefit manager (PBM), or 
health plan, either directly or through 
an intermediary, including an e- 
prescribing network. E-prescribing 
includes, but is not limited to, two-way 
transmissions between the point of care 
and the dispenser. 

The MMA and the creation of the 
Medicare Prescription Drug Benefit 
Program (Part D) promoted the use of 
electronic prescribing by requiring the 
adoption of interoperable Part D 
standards for electronically prescribing 
Part D covered drugs prescribed to Part 
D eligible individuals. As required by 
section 1860(D)(4)(e) of the Act, as 
added by the MMA, ‘‘foundation 
standards’’ were adopted on November 
7, 2005 (70 FR 67568) and additional 
Part D e-prescribing standards were 
adopted on April 1, 2008, that are to 
become effective April 1, 2009 (73 FR 
18918). 

Section 1860(D)(4)(e)(6) of the Act, as 
added by the MMA, also permitted third 
parties to offset the implementation 
costs for electronic prescribing by 
authorizing the creation of an exception 
to the physician self-referral (‘‘Stark’’) 
prohibition for certain donations of 
electronic prescribing technology. This 
enabled health plans, hospitals, and 
medical groups to provide in-kind 
support to physicians for electronic 
prescribing. Furthermore the MMA 
authorized the creation of a ‘‘safe 
harbor’’ to protect these entities from 
prosecution under the anti-kickback 
statute. 

There are many potential advantages 
to e-prescribing. These advantages 
include, but are not limited, to: 

• Improving patient safety and 
quality of care by (reducing medication 
errors by up to 86 percent): 

Æ Reducing illegibility. 
Æ Reducing oral miscommunications. 
Æ Providing warnings and alert 

systems. 
Æ Providing access to patient’s 

medication history; 
• Reducing time spent on pharmacy 

phone calls and faxing; 
• Automation of renewals and 

authorization; 
• Improving formulary adherence 

(from 14 percent to 88 percent after e- 
prescribing implementation) (Bell, 
Douglas S. and Friedman, Maria A. ‘‘E- 
Prescribing and the Medicare 
Modernization Act of 2008.’’ Health 
Affairs. 2005; Volume 24, no.5: 1159– 
1169); and 

• Improving drug surveillance/recall; 

A more detailed description of the 
benefits of e-prescribing can be found by 
clicking on the Clinician’s Guide to 
Electronic Prescribing link at http:// 
www.ehealthinitiative.org/. Many of 
these advantages were also discussed at 
a recent e-prescribing conference co- 
sponsored by CMS. Downloadable 
information from this conference is 
available at http://www.e- 
prescribingconference.com. 

Although there are many benefits to 
electronic prescribing, there has been 
limited adoption and use of electronic 
prescribing by physicians and other 
professionals who prescribe 
medications. It is estimated that only 5 
to 18 percent of providers currently use 
e-prescribing (Bell, Douglas S. and 
Friedman, Maria A. ‘‘E-Prescribing and 
the Medicare Modernization Act of 
2008.’’ Health Affairs. 2005; Volume 24, 
no. 5: 1159–1169.). The enactment of 
the MIPPA in July, 2008, should 
encourage significant expansion of the 
use of electronic prescribing by 
authorizing a combination of financial 
incentives and payment differentials. 
Financial incentives are available for the 
years 2009 through 2013, and payment 
differentials apply starting 2012 and for 
all subsequent years. 

Specifically, for 2009, in accordance 
with section 1848(m)(2) of the Act, as 
added by section 132(a) of the MIPPA, 
a ‘‘successful electronic prescriber’’ as 
defined by MIPPA and further discussed 
below, is eligible to receive an incentive 
payment equal to 2.0 percent of the total 
estimated allowed charges submitted 
not later than 2 months after the end of 
the reporting period for all covered 
professional services furnished during 
the 2009 reporting period. This new E- 
prescribing Incentive Program is 
separate from and in addition to any 
incentive payment that eligible 
professionals may earn through the 
PQRI program discussed above. 

Incentive payments for successful 
electronic prescribers for future years 
are authorized as follows: 

• 2.0 percent for 2010. 
• 1.0 percent for 2011. 
• 1.0 percent for 2012. 
• 0.5 percent for 2013. 
Under section 1848(a)(5) of the Act, as 

added by section 132(b) of the MIPPA, 
a PFS payment differential applies 
beginning in 2012 to those who are not 
successful electronic prescribers. 
Specifically, for 2012 and any 
subsequent year, if the eligible 
professional is not a successful 
electronic prescriber for the reporting 
period for the year, the fee schedule 
amount for covered professional 
services furnished by such professionals 
during the year shall be less than the fee 
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schedule that would otherwise apply 
by: 

• 1.0 percent for 2012. 
• 1.5 percent for 2013. 
• 2.0 percent for 2014 and each 

subsequent years. 
The application of the payment 

differential will be the subject of future 
notice and comment rulemaking and is 
beyond the scope of this rule. 

Under section 1848(m)(6) of the Act, 
as amended by the MIPPA, the 
definition of ‘‘eligible professional’’ for 
purposes of eligibility for the electronic- 
prescribing incentive program is 
identical to the definition of ‘‘eligible 
professional’’ for the 2009 PQRI under 
section 1848(k)(3)(B) of the Act. In other 
words, eligible professionals include 
physicians, other practitioners as 
described in section 1842(b)(18)(C) of 
the Act, physical and occupational 
therapists, qualified speech-language 
pathologists, and beginning in 2009, 
qualified audiologists. However, 
eligibility is further restricted by scope 
of practice to those professionals who 
have prescribing authority. 

b. Requirement for Successful Electronic 
Prescriber 

Under section 1848(m)(3)(B) of the 
Act, as redesignated and added by the 
MIPPA, in order to qualify for the 
incentive payment, an eligible 
professional must be a ‘‘successful 
electronic prescriber,’’ which the 
Secretary is authorized to identify using 
one of two possible standards. For 2009, 
to be a successful electronic prescriber, 
the standard under section 
1848(m)(3)(B)(ii) of the Act will apply, 
in which an eligible professional must 
report on at least 50 percent of 
applicable cases, on such electronic 
prescribing quality measure(s) 
established by the Secretary under the 
PQRI, for use in the Electronic 
Prescribing Incentive Program. For 
2009, as will be further discussed, there 
is established one electronic prescribing 
measure, with the applicable cases 
being those where particular services 
are furnished to Medicare beneficiaries 
and billed under Part B. 

The Secretary also has authority 
under section 1848(m)(3)(B)(iii) of the 
Act to identify a substitute standard for 
successful electronic prescriber based 
on the electronic prescribing of a 
sufficient number (as determined by the 
Secretary) of Part D prescriptions by an 
eligible professional for the requirement 
to report on electronic prescribing 
measure(s). However, under section 
1848(m)(3)(B)(i) of the Act, if this 
standard were substituted by the 
Secretary for a particular year, then the 
standard based on the reporting on 

electronic prescribing measures would 
no longer apply or be available. If the 
Secretary decides to establish the 
substitute requirement, the Secretary is 
authorized to use Part D drug claims 
data to assess whether a sufficient 
number of prescriptions have been 
submitted by eligible professionals. 

For the 2009 Electronic Prescribing 
Incentive Program, as described above, 
we will require eligible professionals to 
report on the existing electronic 
prescribing measure established by the 
Secretary as described in further detail 
below. In future years, we intend to 
consider the use of a certain number of 
Part D prescribing events as the basis for 
the incentive payment. However, our 
ability to use this substitute requirement 
for 2009 is not feasible. Our future 
consideration will depend on 
achievement of technical changes that 
may be necessary and would be 
addressed in future notice and comment 
rulemaking. 

c. The 2009 Reporting Period for 
Successful Electronic Prescriber 

Section 1848(m)(6)(C) of the Act, as 
redesignated and amended by the 
MIPPA, defines ‘‘reporting period’’ for 
the 2009 E-Prescribing Incentive 
Program to be the entire year. Therefore, 
like for the 2009 PQRI, the reporting 
period for the 2009 E-Prescribing 
Incentive Program is defined as the 
entire calendar year, or January 1, 2009 
through December 31, 2009. Successful 
electronic prescribers are eligible to 
receive an incentive payment equal to 
2.0 percent of the total estimated 
allowed charges submitted by no later 
than February 28, 2010 for all covered 
professional services furnished January 
1, 2009 through December 31, 2009. 

d. 2009 Electronic Prescribing Measure 
Section 1848(m)(3)(B)(ii) of the Act 

provides that a successful electronic 
prescriber is required to report on each 
such electronic prescribing measure 
established under the PQRI and that are 
applicable to the eligible professional’s 
services. There is one electronic 
prescribing measure that has been 
established for the PQRI. This measure 
was developed in response to the 
requirement under section 
1848(k)(2)(B)(i) of the Act that the 
Secretary include structural measures 
for the 2008 PQRI, such as the use of 
electronic health records (EHRs) and 
electronic prescribing technology, and 
again proposed for the 2009 PQRI. The 
measure is identified as Measure #125 
and is included in the 2008 PQRI: ‘‘HIT: 
Adoption/Use of Medication E- 
Prescribing.’’ This measure achieved 
AQA consensus adoption in October 

2007, and was included in the 2008 
PQRI. The measure was endorsed by the 
NQF during 2008. The measure is being 
reported by physicians and other 
eligible professionals as a quality 
measure for the 2008 PQRI. As required 
by section 1848(m)(3)(A) of the Act, we 
will finalize Measure #125 in this final 
rule with comment period (for use in 
the 2009 E-Prescribing Incentive 
Program) and then the PQRI will have 
no electronic prescribing measures for 
2009 or thereafter. 

We will post the updated measure 
and its specifications for the 2009 
Electronic Prescribing Incentive 
Program (that is, Measure #125) on or 
about the date of publication of this 
final rule with comment period. 
However, as noted below, we retain the 
authority to make specification code 
changes to the electronic prescribing 
measure until December 31, 2008. 
Measure specifications and/or reporting 
instructions for Measure #125 for the 
2008 PQRI are not identical to the 
measure specifications and/or reporting 
instructions for the 2009 E-Prescribing 
Incentive Program. The final measure 
specifications and reporting instructions 
for the E-Prescribing Measure #125 for 
the 2009 E-prescribing incentive 
program will be posted on the PQRI 
section of the CMS Web site at http:// 
www.cms.hhs.gov/PQRI/03_
EPrescribingIncentiveProgram.asp#
TopOfPage as soon as practical but by 
no later than December 31, 2008. 

e. Reporting the Electronic Prescribing 
Measure 

Reporting the electronic prescribing 
measure for 2009 is limited to claims 
based submission. The reporting of the 
measure is subject to the same technical 
requirements as for PQRI claims based 
measures in terms of the items that need 
to be submitted on the claim. Examples 
of technical requirements include 
submission of an NPI for the eligible 
professional, inclusion of the measure 
reporting codes on the same claim that 
contains the denominator codes, and no 
resubmission of the claims for purpose 
of reporting numerator codes. Detailed 
information on the technical submission 
requirements is available on the PQRI 
section of the CMS Web site at http:// 
www.cms.hhs.gov/pqri. 

Measure #125, like other PQRI 
measures, has two basic elements. These 
include: (1) A reporting denominator 
(for Measure #125, this consists of a set 
of procedure codes) that defines the 
circumstances when the measure is 
reportable; and (2) a reporting 
numerator (for Measure #125, this 
consists of three specific codes, one of 
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which must be reported for successful 
reporting.) 

The measure becomes applicable to a 
particular patient and reportable when, 
in billing for Part B services, the 
professional includes at least one of the 
procedure codes making up the 
denominator on the claim for payment 
(for example, a medical visit for CPT 
code 99213). If one of the denominator 
codes is included on a claim for Part B 
services, then the physician or other 
eligible professional must report one of 
the numerator reporting codes on the 
same claim to meet the reporting 
requirement. Where the eligible 
professional fails to report a numerator 
reporting code specified for the measure 
on such a claim, then the case would be 
included in the denominator count, but 
not in the numerator count for 
satisfactory reporting. More detailed 
information on the specific technical 
requirements for correctly reporting 
quality data codes is available on the 
PQRI section of the CMS Web site at 
http://www.cms.hhs.gov/pqri. 

i. Reporting Denominator 
The Measure #125 denominator 

consists of specific billing codes for 
professional services. They are typically 
billed for services in the office or 
outpatient setting furnished by 
physicians or other eligible 
professionals. Currently, the 
denominator codes for the electronic 
prescribing measure are CPT Codes: 
90801, 90802, 90804, 90805, 90806, 
90807, 90808, 90809, 92002, 92004, 
92012, 92014, 96150, 96151, 96152, 
99201, 99202, 99203, 99204, 99205, 
99211, 99212, 99213, 99214, 99215, 
99241, 99242, 99243, 99244, 99245, and 
G Codes: G0101, G0108, G0109. 
Measure #125 has no diagnosis codes or 
age/gender requirements in order to be 
included in the denominator (that is, 
reporting of the e-prescribing measure is 
not further limited to certain ages or 
gender). As previously discussed, for 
2009, the measure becomes reportable 
when any one of these procedure codes 
is billed by an eligible professional as 
Part B services. As discussed further 
under section II.O2.e.iii, however, 
eligible professionals are not required to 
report this measure in all cases in which 
the measure is reportable. Physicians 
and other eligible professionals who do 
not bill for one of these procedure codes 
on at least one claim during 2009 for 
Part B services will have no occasion to 
report the electronic prescribing 
measure. 

There is also a statutory limitation 
under section 1848(m)(2)(B) of the Act 
for the E-Prescribing Incentive Program 
that will be discussed below. For 2009, 

we are applying the limitation that 
requires that the total estimated Part B 
allowed charges for the denominator 
codes to which the electronic 
prescribing quality measure (that is, 
Measure #125) applies must constitute 
at least 10 percent of the professional’s 
total Part B allowed charges for the 
incentive to apply. This limitation is 
designed to target the electronic 
prescribing incentive payments to 
physicians or other eligible 
professionals who have the opportunity 
to prescribe a statutorily determined 
sufficient amount of prescriptions and 
not provide incentive payments of 2.0 
percent of allowed charges in a year to 
those physicians who do not have the 
opportunity to prescribe a threshold 
amount of prescriptions. However, this 
limitation does not affect the ability to 
report the measure, but rather we will 
apply it in the final determination as to 
whether an incentive is earned. See the 
discussion below. 

As initially required under section 
1848(k)(2)(A)(ii) of the Act, and further 
established through rulemaking and 
under section 1848(m)(2)(B) of the Act, 
we may modify the codes making up the 
denominator of the electronic 
prescribing measure. We have 
considered whether to expand the scope 
of the denominator codes to 
professional services outside the 
professional office and outpatient 
setting for 2009, such as professional 
services furnished in hospitals or skilled 
nursing facilities. Although we retain 
the authority to update technical 
specifications of the measure until 
December 31, 2008 for use in the 2009 
E-Prescribing Incentive Program, we 
will not expand the basic scope of the 
denominator outside the professional 
office and outpatient setting. 

We believe that several reasons 
support the limitation of the 2009 e- 
prescribing measure (that is, Measure 
#125) denominator codes to physician 
and other eligible professional office 
and outpatient settings. First, physicians 
and other eligible professionals have 
limited ability to influence the adoption 
and availability of electronic prescribing 
systems in hospitals or other provider 
settings. Second, including codes for 
professional services in provider facility 
settings may negatively impact the 
ability of professionals who practice in 
office and facility settings to 
successfully report the electronic 
prescribing measure at the required 50 
percent of cases. Without access to 
electronic prescribing for services 
furnished in a provider setting, the 
professional would be unable to report 
and these cases would count as not 
reporting if such codes were included in 

the measure denominator. Third, the 
effect of the electronic prescribing 
incentive payment is likely to have its 
greatest impact in stimulating adoption 
and use of electronic prescribing in the 
professional office and outpatient 
setting. While outpatient services are an 
imperfect marker, outpatient services 
are likely to represent the largest 
opportunity to expand electronic 
prescribing where prescribing is 
frequent and the decision to adopt 
electronic prescribing systems is also 
dependent on the choices, practices and 
funding by eligible professionals. 
Fourth, the statutory limitation that 
applies to eligibility for the incentive 
also applies to the future differential 
payment provisions. Extension of the 
denominator codes to hospital-based 
settings of care, may cause professionals 
who exclusively practice in such 
settings to be liable for a differential 
payment for services furnished in a 
setting where they have limited ability 
to influence the adoption of electronic 
prescribing. 

ii. Qualified Electronic Prescribing 
System—Required Functionalities and 
Part D E-Prescribing Standards 

To report Measure #125 the eligible 
professional must report one of three 
‘‘G’’ codes, as will be discussed below, 
on the same claim for which one of the 
denominator codes is billed. In 
reporting any of the G codes, however, 
and thereby qualifying for the incentive 
payment for e-prescribing in 2009, the 
professional must have and regularly 
use a ‘‘qualified’’ electronic prescribing 
system as defined in Measure #125. If 
the professional does not have general 
access to an e-prescribing system in the 
practice setting, there is nothing to 
report. In this way, Measure #125 is 
more than a ‘‘pay-for-reporting’’ 
measure since the reporting must relate 
to an already implemented e-prescribing 
system. 

Required Functionalities for a 
‘‘Qualified’’ Electronic Prescriber 
System. What constitutes a ‘‘qualified’’ 
electronic prescribing system is based 
upon certain required functionalities 
that the system can perform. As 
currently specified in Measure #125, a 
‘‘qualified’’ electronic prescribing 
system is one that can: 

(a) Generate a complete active 
medication list incorporating electronic 
data received from applicable 
pharmacies and PBMs, if available. 

(b) Allow eligible professionals to 
select medications, print prescriptions, 
electronically transmit prescriptions, 
and conduct alerts (written or acoustic 
signals to warn the prescriber of 
possible undesirable or unsafe 
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situations including potentially 
inappropriate dose or route of 
administration of a drug, drug-drug 
interactions, allergy concerns, or 
warnings and cautions). 

(c) Provide information related to 
lower cost, therapeutically appropriate 
alternatives (if any). The ability of an 
electronic prescribing system to receive 
tiered formulary information, if 
available, would suffice for this 
requirement for 2009 and until this 
function is more widely available in the 
marketplace. 

(d) Provide information on formulary 
or tiered formulary medications, patient 
eligibility, and authorization 
requirements received electronically 
from the patient’s drug plan (if 
available). 

Part D E-Prescribing Standards. 
Section 1848(m)(3)(B)(v) of the Act, as 
redesignated and added by the MIPPA, 
requires that, to the extent practicable, 
‘‘the Secretary shall ensure that eligible 
professionals utilize electronic 
prescribing systems in compliance with 
standards established for such systems 
pursuant to the Part D Electronic 
Prescribing Program under section 
1860D–4(e) of the Act.’’ Part D sponsors 
must use when they transmit 
prescriptions and certain prescription 
related information for Part D covered 
drugs that are prescribed for Part D 
eligible individuals. In the qualified 
electronic prescribing system context of 
this rule, electronic systems must 
convey the information listed above 
under (a) through (d) using the 
standards currently in effect for the Part 
D e-prescribing program. New Part D e- 
prescribing standards will be effective 
April 1, 2009. These new Part D e- 
prescribing standards can be found on 
the CMS Web site at http:// 
www.cms.hhs.gov/eprescribing. 

To ensure that eligible professionals 
utilize electronic prescribing systems 
that meet these requirements, E- 
Prescribing Measure #125 requires that 
those functionalities required for a 
‘‘qualified’’ electronic prescribing 
system must utilize the adopted Part D 
e-prescribing standards. 

The Part D e-prescribing standards 
relevant to the four functionalities for a 
‘‘qualified’’ system in Measure #125, 
described above and listed as (a), (b), (c), 
and (d), are: 

(a) Generate medication list—Use the 
National Council for Prescription Drug 
Programs (NCPDP) Prescriber/ 
Pharmacist Interface SCRIPT Standard, 
Implementation Guide, Version 8, 
Release 1, October 2005 (hereinafter 
‘‘NCPDP SCRIPT 8.1’’) Medication 
History Standard; 

(b) Transmit prescriptions 
electronically—Use the NCPDP SCRIPT 
8.1 for the transactions listed at 42 CFR 
423.160(b)(2); 

(c) Provide information on lower cost 
alternatives—Use the NCPDP Formulary 
and Benefits Standard, Implementation 
Guide, Version 1, Release 0 (Version 
1.0), October 2005 (hereinafter ‘‘NCPDP 
Formulary and Benefits 1.0’’); 

(d) Provide information on formulary 
or tiered formulary medications, patient 
eligibility, and authorization 
requirements received electronically 
from the patient’s drug plan—use: 

(1) NCPDP Formulary and Benefits 1.0 
(2) Accredited Standards Committee 

(ASC) X12N 270/271-Health Care 
Eligibility Benefit Inquiry and Response, 
Version 4010, May 2000, Washington 
Publishing Company, 004010X092 and 
Addenda to Health Care Eligibility 
Benefit Inquiry and Response, Version 
4010A1, October 2002, Washington 
Publishing Company, 004010X092A1 
for communicating eligibly information 
between Medicare Part D sponsors and 
prescribers. 

(4) NCPDP Telecommunication 
Standard Specification, Version 5, 
Release 1 (Version 5.1), September 1999, 
and equivalent NCPDP Batch Standard 
Batch Implementation Guide, Version 1, 
Release 1 (Version 1.1), January 2000 for 
communicating eligibility information 
between Medicare Part D sponsors and 
dispensers. 

There are, however, Part D e- 
prescribing standards that are or will 
shortly be in effect for functionalities 
that are not commonly utilized at this 
time. Such functionalities are not 
currently required for a ‘‘qualified’’ 
system under Measure #125. One 
example is Rx Fill Notification, which is 
discussed in the e-prescribing final rule 
(73 FR 18918, 18926). For purposes of 
the 2009 electronic prescribing program 
and incentive payments, it is not 
required that the electronic prescribing 
system contain all functionalities for 
which there are available Part D e- 
prescribing standards. Rather, the only 
required functionalities are those stated 
in the measure and described above in 
the section entitled ‘‘Required 
Functionalities for a ‘Qualified’ 
Electronic Prescribing System.’’ For 
those required functionalities described 
above, a ‘‘qualified’’ system must use 
the adopted Part D e-prescribing 
standards for electronic messaging. 
There are other aspects of the 
functionalities for a ‘‘qualified’’ system 
that are not dependent on electronic 
messaging and are part of the software 
of the electronic prescribing system, for 
which Part D standards for electronic 
prescribing do not pertain. For example, 

the requirements in qualification (b) 
listed above that require the system to 
allow professionals to select 
medications, print prescriptions, and 
conduct alerts are functions included in 
the particular software, for which Part D 
standards for electronic messaging do 
not apply. 

We are aware that there are significant 
numbers of eligible professionals who 
are interested in earning the incentive 
payment, but currently do not have an 
electronic prescribing system. The 
electronic prescribing measure does not 
require the use of any particular system 
or transmission network, but only that 
the system be a ‘‘qualified’’ system 
having the functionalities described 
based on Part D e-prescribing standards. 
While it is not appropriate for us to 
suggest particular products, we will post 
general information at or about the time 
of publication of this rule that may be 
helpful to the eligible professional in 
selecting a system that meets the 
requirements of a ‘‘qualified’’ system 
under Measure #125. Additionally, we 
will provide additional clarifying 
information, as needed, in the form of 
Frequently Asked Questions (FAQs) and 
post them on the CMS Web site. 

iii. Reporting Numerator 

To report for an applicable case where 
one of the denominator codes is billed 
on a claim for Part B services, an eligible 
professional must submit one of three G 
codes specified in Measure #125 on the 
same Medicare Part B claim. 

• One G code is used to report that all 
prescriptions in connection with the 
visit billed were electronically 
prescribed; 

• Another G code indicates that no 
prescriptions were generated during the 
visit; and 

• A third G code is used when some 
or all prescriptions were written or 
phoned in due to patient request, State 
or Federal law, the pharmacy’s system 
being unable to receive the data 
electronically or because the 
prescription was for a narcotic or other 
controlled substance. 

As we have previously discussed, to 
qualify for an incentive payment under 
the electronic prescribing incentive 
program, the eligible professional must 
report applicable G codes on claims 
containing one or more denominator 
billing codes, in at least 50 percent of 
applicable cases. Since the measure 
does not apply to claims for services not 
containing one of the denominator 
codes, professionals need not report G 
codes for the electronic prescribing 
measure on claims not containing one of 
the denominator codes. 
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Although only one of the three 
reportable G codes indicates that the 
physician or eligible professional used 
electronic prescribing for all of the 
prescriptions provided during the 
encounter, the reporting of any one of 
the G codes counts as successful 
reporting and toward the required 50 
percent reporting requirement. 
However, as previously discussed by 
reporting any one of the G codes, the 
physician or eligible professional is 
indicating that an electronic prescribing 
system has been adopted for use. 

With respect to narcotics and 
controlled substances, the third G code 
is reported in connection with using 
written prescriptions rather than 
electronic prescribing for such 
medications, because electronic 
prescribing of these medications is 
currently prohibited by Federal 
regulation. We are aware that the Drug 
Enforcement Agency (DEA) has 
proposed regulatory changes which if 
finalized would allow electronic 
prescribing of controlled substances 
under certain circumstances. This third 
G code would continue to be reportable 
for the 2009 Electronic Prescribing 
Measure without regard to possible 
changes in the DEA’s regulations with 
respect to the electronic prescribing of 
controlled substances. Based on 
concerns expressed to us, we are aware 
that professionals may find it 
impractical to utilize electronic 
prescribing for controlled substances, 
depending on specific requirements that 
may be finalized by the DEA. Therefore, 
to alleviate uncertainty with respect to 
the electronic prescribing incentive 
program, for 2009, physicians and other 
eligible professionals may report the 
electronic prescribing measure without 
any requirement to use electronic 
prescribing for narcotics or other 
controlled substances without regard to 
final action that the DEA may take on 
this subject, based on the G codes 
contained in the Electronic Prescribing 
Measure. 

f. Determination of Successful 
Electronic Prescriber and Amount of 
Incentive Payment 

Determination of professionals who 
are Successful Electronic Prescribers for 
2009 is at the individual professional 
level, based on the National Provider 
Identifier (NPI) as it is under PQRI. 
However, payment is made to the 
practice represented by the Tax 
Identification Number (TIN) to which 
payments are made for the individual 
professional’s services. Inasmuch as 
some individuals (NPIs) may be 
associated with more than one practice 
or TIN, determination of Successful 

Electronic Prescriber for 2009, as it is for 
PQRI, will be made for each unique 
NPI–TIN combination. Payment will be 
made to the applicable TIN. 

Under PQRI, a physician or other 
eligible professional may meet, in 
theory, the criteria for satisfactory 
reporting on as few as a single patient 
falling within the denominator of a 
measure and correctly reporting on that 
measure. In the case of the E– 
Prescribing Incentive Program, however, 
section 1848(m)(2)(B) of the Act, as 
added by the MIPPA, imposes a 
limitation. As discussed above, for 2009, 
the limitation provides that the 
electronic prescribing incentive is not 
available to an eligible professional 
unless the eligible professional’s total 
estimated allowed charges for covered 
Medicare Part B services furnished for 
the codes in the denominator of the 
2009 Electronic Prescribing Measure 
make up at least 10 percent of the 
eligible professional’s total allowed 
charges for all covered Medicare Part B 
professional services furnished by the 
eligible professional during the 2009 
reporting period (that is, January 1, 2009 
through December 31, 2009). The 
statutory limitation also applies to the 
future application of the payment 
differential, which limits those to whom 
the differential will apply as well. 

Therefore, in determining whether an 
eligible professional will receive an 
electronic prescribing incentive 
payment, CMS will determine whether 
the 10 percent threshold is met based on 
the claims submitted by the eligible 
professional at the NPI/TIN level. This 
calculation is expected to take place in 
the first quarter of 2010 and will be 
performed by dividing the individual’s 
total 2009 charges submitted for the 
measure’s HCPCS codes by the 
individual’s total Medicare Part B 
charges (as assessed at the NPI/TIN 
level). If the result is 10 percent or more, 
then the statutory limitation does not 
apply and a successful electronic 
prescriber would earn the electronic 
prescribing incentive payment. If the 
result were less than 10 percent, then 
the statutory limitation would apply 
and the eligible professional could not 
receive an electronic prescribing 
incentive payment. 

As discussed previously, this 
limitation will be applied by CMS in 
determining whether the individual 
professional meets the requirements for 
the incentive payment. Although 
individual eligible professionals may 
decide about whether to report based on 
their own assessment of what portion of 
their allowed charges for Part B services 
are likely to be made up of services 
represented by the denominator codes, 

individual professionals may report the 
numerator codes without regard to the 
statutory limitation for the incentive 
payment. 

If an eligible professional meets the 10 
percent threshold for 2009, we will 
determine whether the professional is a 
successful electronic prescriber by 
reporting the numerator codes for 50 
percent of applicable cases. If the 
professional is determined to be a 
successful electronic prescriber, then 
the incentive payment will be made. 

As indicated above, for 2009, the 
electronic prescribing incentive 
payment is 2.0 percent of the total 
estimated Part B allowed charges for the 
reporting period (that is, the entire year, 
for 2009). Thus, the incentive payment 
is not solely 2.0 percent of the estimated 
Part B allowed charges for services for 
which the measure is reported, but 2.0 
percent of all estimated Part B allowed 
charges for the year. In other words, 
although the measure denominator is 
limited to certain office and outpatient 
professional services, and the 
requirement to be an electronic 
prescriber is based on those services, the 
incentive payment is paid as 2.0 percent 
of all estimated Part B allowed charges 
for the professional, submitted by the 
end of February 2010. 

g. Uses of Information on Successful 
Electronic Prescribers 

As discussed in section II.O1.e.i. 
above, section 1848(m)(5)(G) of the Act, 
as added by the MIPPA and described 
in section III. of this final rule with 
comment period, requires the Secretary 
to post on the CMS Web site, in an 
easily understandable format, a list of 
the names of eligible professionals (or 
group practices) who satisfactorily 
submitted data on quality measures for 
the PQRI and the names of the eligible 
professionals (or group practices) who 
are successful electronic prescribers. As 
noted previously, this requirement 
cannot be applied retrospectively to 
data that was collected prior to the 
enactment of the MIPPA. 

In order to implement this 
requirement we will report publicly the 
names of eligible professionals who are 
successful electronic prescribers for the 
2009 E-Prescribing Incentive Program. 
Along with the names of eligible 
professionals who satisfactorily 
submitted data on quality measures for 
the 2009 PQRI, the names of eligible 
professionals who are successful 
electronic prescribers will be available 
in 2010, in an easily understandable 
format, on a Physician and Other Health 
Care Professional Compare Web site at 
http://www.medicare.gov/Physician/ 
Home.asp?bhcp=1. 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00127 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69852 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

Accordingly, we will post on the CMS 
Web site the names of eligible 
professionals (1) whose 2009 Medicare 
Part B charges for codes in the 
denominator of the E-Prescribing 
Measure #125 make up at least 10 
percent of the eligible professional’s 
Medicare Part B charges for 2009; (2) 
who reported the E-Prescribing Measure 
#125 in at least 50 percent of the cases 
in which the measure was reportable 
during 2009; and (3) who received an e- 
prescribing incentive payment for 
covered professional services furnished 
January 1, 2009 through December 31, 
2009. 

Since the PQRI and the E-Prescribing 
Incentive Program are two separate 
incentive programs, it is feasible for an 
eligible professional who participated in 
both incentive programs to be listed 
both as an individual eligible 
professional who satisfactorily 
submitted data on quality measures for 
the PQRI and a successful electronic 
prescriber if he or she met the criteria 
for both incentive programs. 

d. Summary of Comments and 
Responses 

Although the MIPPA was not enacted 
until after publication of the CY 2009 
PFS proposed rule, we received some 
comments related to this new incentive 
program that was authorized by the 
MIPPA. A summary of these comments 
and our responses is below. 

Comment: We received a few 
comments about the PQRI Measure 
#125. These commenters suggested that 
prior to implementation of this quality 
measure in the e-prescribing incentive 
program, the quality measure and our 
design of the e-prescribing incentive 
program should go through a public 
comment process. One commenter 
indicated support for the e-prescribing 
incentive but noted that implementing 
e-prescribing in physicians’ offices is 
resource intensive and many local 
pharmacies are not prepared to use e- 
prescribing. 

Response: As described above, the 
MIPPA requires us to implement an 
incentive payment for successful 
electronic prescribers beginning in 
2009. Many of the MIPPA requirements 
with respect to the incentive payment 
for successful electronic prescribers are 
generally self-implementing, require 
little exercise of discretion, and build on 
existing aspects of the PQRI that have 
already been proposed. In addition, 
although section 1848(m)(5)(C) of the 
Act, as redesignated and amended by 
the MIPPA, authorizes us to implement 
certain aspects of the 2009 e-prescribing 
incentive program by program 
instruction or otherwise, we are 

finalizing this program for 2009 in this 
final rule with comment period. The 
quality measure that we are using to 
determine whether an eligible 
professional qualifies as a successful 
electronic prescriber was available for 
public comment during its development 
by QIP as well as during the consensus 
process for AQA adoption and NQF 
endorsement, both of which have been 
achieved. Additionally, as this quality 
measure was one of the quality 
measures proposed for the 2009 PQRI in 
the CY 2009 PFS proposed rule, the 
public had an opportunity to comment 
on this quality measure during the 
proposed rule’s comment period. 

Comment: One commenter was 
concerned that future DEA regulation 
changes may complicate e-prescribing. 
The commenter urged us to exempt e- 
prescribing of controlled substances 
from any assessment of differential 
payments. 

Response: We are aware of the 
proposed DEA regulation changes and 
believe the modification and 
explanation of the third G code 
described above adequately addresses 
this issue. 

Comment: We received one comment 
that emergency department evaluation 
and management codes do not appear in 
the denominator of the e-prescribing 
measure proposed for the 2009 PQRI 
(Measure #125). Another commenter 
suggested that we maintain the eye visit 
codes in this measure so that 
ophthalmologists can participate in the 
e-prescribing incentive program. 

Response: We have addressed in the 
body of the preamble the comment with 
respect to hospital based services of 
professionals. The current measure 
specifications contain office and 
outpatient codes applying to eye care. 
As stated above, we will post the final 
specifications for the e-prescribing 
measure for purposes of the 2009 e- 
prescribing incentive program no later 
than December 31, 2008. 

Comment: A few commenters 
objected to the fact that there is no 
definition as to what constitutes an 
acceptable hardship exemption for the 
e-prescribing incentive initiative. 

Response: As discussed briefly above, 
section 1848(a)(5)(A) of the Act, as 
added by the MIPPA, authorizes the 
Secretary, starting in 2012, to apply a 
differential fee schedule amount for 
covered professional services furnished 
by an eligible professional who is not a 
successful electronic prescriber. In 
accordance with section 1848(a)(5)(B) of 
the Act, the Secretary may, on a case- 
by-case basis, exempt an eligible 
professional from the application of the 
payment differential if the Secretary 

‘‘determines, subject to annual renewal, 
that compliance with the requirement 
for being a successful electronic 
prescriber would result in a significant 
hardship.’’ This hardship exemption is 
to be used at the discretion of the 
Secretary. 

Since this hardship exemption 
pertains only to those eligible 
professionals subject to a payment 
differential because they did not meet 
the criteria for becoming a successful 
electronic prescriber, this provision will 
not become effective until 2012 when 
the payment differential for those 
eligible professionals who are not 
successful electronic prescribers is first 
required. As such, the definition of what 
constitutes an acceptable hardship is 
beyond the scope of this final rule with 
comment period. 

P. Discussion of Chiropractic Services 
Demonstration 

In the CY 2006, CY 2007, and CY 
2008 PFS final rules with comment 
period (70 FR 70266, 71 FR 69707, 72 
FR 66325, respectively), we included a 
discussion of the 2-year chiropractic 
services demonstration that ended on 
March 31, 2007. This demonstration 
was required by section 651 of the MMA 
to evaluate the feasibility and 
advisability of covering chiropractic 
services under Medicare. These services 
extended beyond the current coverage 
for manipulation to care for 
neuromusculoskeletal conditions 
typical among eligible beneficiaries, and 
covered diagnostic and other services 
that a chiropractor was legally 
authorized to perform by the State or 
jurisdiction in which the treatment was 
provided. The demonstration was 
conducted in four sites, two rural and 
two urban. The demonstration was 
required to be budget neutral as the 
statute requires the Secretary to ensure 
that the aggregate payment made under 
the Medicare program does not exceed 
the amount which would be paid in the 
absence of the demonstration. 

Ensuring BN requires that the 
Secretary develop a strategy for 
recouping funds should the 
demonstration result in costs higher 
than those that would occur in the 
absence of the demonstration. As we 
stated in the CY 2006 and CY 2007 PFS 
final rules with comment period, we 
would make adjustments to the 
chiropractor fees under the Medicare 
PFS to recover aggregate payments 
under the demonstration in excess of 
the amount estimated to yield BN. We 
will assess BN by determining the 
change in costs based on a pre- and 
post-comparison of aggregate payments 
and the rate of change for specific 
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diagnoses that were treated by 
chiropractors and physicians in the 
demonstration sites and control sites. 
Because the aggregate payments under 
the expanded chiropractor services may 
have an impact on other Medicare 
expenditures, we will not limit our 
analysis to reviewing only chiropractor 
claims. 

Any needed reduction to chiropractor 
fees under the PFS would be made in 
the CY 2010 and CY 2011 physician fee 
schedules as it will take approximately 
2 years after the demonstration ends to 
complete the claims analysis. If we 
determine that the adjustment for BN is 
greater than 2 percent of spending for 
the chiropractor fee schedule codes 
(comprised of the 3 currently covered 
CPT codes 98940, 98941, and 98942), 
we would implement the adjustment 
over a 2-year period. However, if the 
adjustment is less than 2 percent of 
spending under the chiropractor fee 
schedule codes, we would implement 
the adjustment over a 1-year period. We 
intend to provide a detailed analysis of 
BN and the proposed offset during the 
CY 2010 PFS rulemaking process. 

The following is a summary of the 
public comments we received and our 
responses. 

Comment: We received one comment 
concerning the methodology for 
determining BN. The commenter stated 
that the Congressional intent for 
implementing BN is clearly spelled out 
in section 651(f)(1)(A) of the MMA. The 
commenter believes the demonstration’s 
costs should be offset from the totality 
of services payable under the Part B 
Trust Fund, and not a discrete minority 
of services. The commenter stated that 
our methodology is flawed because it 
offsets demonstration costs only from 
existing chiropractic services. 

Response: Section 651(f)(1)(A) of the 
MMA requires that ‘‘* * * the Secretary 
shall ensure that the aggregate payment 
made by the Secretary under the 
Medicare program do not exceed the 
amount which the Secretary would have 
paid under the Medicare program if the 
demonstration projects under this 
section were not implemented.’’ The 
statute does not specify a specific 
methodology for ensuring BN. Our 
methodology meets the statutory 
requirement for BN and appropriately 
impacts the chiropractic profession that 
is directly affected by the 
demonstration. The BN adjustment 
under PFS will be limited to adjusting 
the chiropractor fee schedule codes 
(comprised of the 3 currently covered 
CPT codes: 98940, 98941, and 98942). 
No other codes would be affected. 

Q. Educational Requirements for Nurse 
Practitioners and Clinical Nurse 
Specialists 

In the CY 2009 PFS proposed rule (73 
FR 38576), we proposed a technical 
correction to the nurse practitioner (NP) 
qualifications at § 410.75(b) to require 
that, in order for NP services furnished 
by an individual to be covered by 
Medicare, a NP who obtains Medicare 
billing privileges as a NP for the first 
time on or after January 1, 2003, must 
meet all of the following criteria: (1) Be 
a registered professional nurse who is 
authorized by State law to practice as a 
NP; (2) be nationally certified as a NP; 
and (3) have a master’s degree in 
nursing. The current NP qualification 
standards in our regulations include 
progressive requirements that are not 
entirely date specific. The absence of a 
date specification for each of the 
qualification standards could allow 
nurses who have never been enrolled 
under Medicare and obtained Medicare 
billing privileges as a NP an opportunity 
to enroll as a NP after January 1, 2003, 
without a master’s degree in nursing. 
Such an enrollment would be contrary 
to our policy, as explained further 
below. 

We discussed the NP qualifications 
and our intent to move progressively 
toward requiring a master’s degree in 
nursing as the standard for all new NPs 
enrolling and participating under the 
Medicare Part B benefit in the CY 2000 
PFS proposed rule (64 FR 39625) and 
the subsequent final rule (64 FR 59411). 
In the CY 2000 PFS final rule, we stated, 
‘‘the requirement that a NP applying for 
a Medicare billing number for the first 
time must have a master’s degree in 
nursing as of January 1, 2003, will 
provide NPs without a master’s degree 
with enough time to earn such a degree. 
We believe it is reasonable to require 
ultimately, a master’s degree as the 
minimum educational level for new 
practitioners independently treating 
beneficiaries and directly billing the 
Medicare program.’’ 

In the CY 2009 PFS proposed rule (73 
FR 38576), we also proposed to amend 
our regulations at § 410.75(b)(4) which 
require that NPs must have a master’s 
degree in nursing. We proposed to also 
recognize a Doctor of Nursing Practice 
(DNP) doctoral degree (which can be 
obtained without a master’s degree in 
nursing). In addition, we proposed to 
amend a similar qualification standard 
for clinical nurse specialists (CNSs) at 
§ 410.76(b)(2) that requires advanced 
practice nurses (APNs) to have a 
master’s degree in a defined clinical 
area of nursing from an accredited 
educational institution in order to allow 

CNSs, alternatively, to meet these 
requirements with a DNP doctoral 
degree. 

In the proposed rule, we 
acknowledged that we are aware that 
some educational institutions are 
offering programs to prospective NPs 
and CNSs that allow students to move 
from a baccalaureate degree in nursing 
directly to the doctoral degree in 
nursing where they earn a DNP as a 
terminal clinical doctoral degree. 
Therefore, some APNs who earn the 
DNP degree do not receive a master’s 
degree in nursing even though they will 
have met all of the educational 
requirements for a master’s degree in 
nursing, in addition to the preparation 
that merits them the DNP degree. We 
noted that a Wall Street Journal article 
(published April 2, 2008) stated that by 
the year 2015, the American Association 
of Colleges of Nursing aims to make the 
doctoral degree the standard for all new 
APNs. We believe that it is logical for 
Medicare to recognize APNs with more 
extensive education and training. 
Therefore, we proposed to permit 
qualified APNs with the DNP degree to 
enroll and receive Medicare Part B 
payment as NPs and CNSs. 

We received several comments on our 
proposals with the majority from 
national organizations. The following is 
a summary of the comments received 
and our responses. 

Comment: All of the comments that 
we received on our proposed technical 
correction supported the change. The 
commenters agreed that the intent of the 
graduated NP educational qualifications 
was to ensure that practicing NPs and 
their patients were not left unable to 
enroll in Medicare after we adopted our 
rules requiring national certification and 
a master’s degree in nursing for 
enrollment. Many commenters stated 
that these NPs had already been 
recognized and practicing as Part B 
suppliers. The commenters also stated 
that the technical correction does not 
appear to violate the intent of the NP 
educational qualifications and should 
reduce any confusion that might still 
remain regarding this requirement. 

Response: We are finalizing the 
technical correction as proposed in 
order to clarify our requirement that 
effective on or after January 1, 2003, all 
NPs must have a master’s degree in 
nursing. 

Comment: The majority of 
commenters commended CMS for our 
proposal to recognize the DNP degree 
and stated that we are keeping pace 
with the transformation in advanced 
practice registered nursing education. 
The commenters applaud CMS for 
recognizing the DNP degree as a valid 
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degree that exceeds a master’s degree in 
nursing and stated that recognition of 
the DNP degree will be positive for 
patients. 

However, some commenters 
cautioned against eliminating the 
master’s degree in nursing for NPs and 
CNSs and replacing it with the DNP 
degree only. The commenters stated that 
transitioning to the DNP degree as the 
national standard by 2015 is only a goal 
toward which the nursing profession 
will work and that it may take longer for 
some programs than others to address 
State licensing and institutional issues. 
Accordingly, the commenters requested 
that both the master’s degree in nursing 
and the DNP degree must be recognized 
by CMS as appropriate credentials for 
APN reimbursement. Additionally, one 
commenter urged CMS not to require a 
master’s of science in nursing (MSN) 
degree instead of a master’s degree in 
nursing. 

Response: As we stated in the CY 
2009 PFS proposed rule, we believe that 
it is logical for Medicare to recognize 
APNs with more extensive education 
and experience while continuing to 
recognize NPs and CNSs with a master’s 
degree in nursing. NPs or CNSs with a 
doctoral degree in nursing practice 
should not be denied enrollment in the 
Medicare program because our 
educational standard for NPs and CNSs 
is a master’s degree. Additionally, we do 
not intend to eliminate the master’s 
degree in nursing requirement and 
replace it with solely the DNP degree. 
We also have no plans to require a MSN 
degree in lieu of a master’s degree in 
nursing. 

Comment: Two commenters stated 
that they have not yet taken a position 
on the DNP degree and on the various 
DNP programs that graduate APNs. 
However, the commenters noted that 
many schools offering the DNP degree 
have programs that focus on areas other 
than clinical practice such as 
administration, leadership, business, 
and nursing policy. The commenters 
also stated that DNP graduates seeking 
to enroll in Medicare as new suppliers 
should hold a clinically-based DNP 
degree and also, ideally, attain advanced 
practice certification. The commenters 
believe that NPs and CNSs who 
graduate from DNP programs should not 
be allowed to bypass the master’s degree 
in nursing before achieving the DNP 
degree because they believe that the 
master’s education provides the 
appropriate foundation for CNS 
practice. One commenter is opposed to 
Medicare’s recognition of the DNP 
degree in Medicare regulations at this 
time because of the varying routes of 
entry into a DNP program have not been 

resolved, there is a lack of 
standardization of DNP programs’ 
multiple accreditation processes. The 
commenters also stated that, and 
Federal recognition of an unproven 
nursing doctoral program seems 
premature given that no State licensing 
agency or State board of nursing has 
developed statutes or regulations 
authorizing the utilization of the DNP as 
a substitute for the master’s education 
requirement and NP or CNS 
certification. 

Response: We believe that as any new 
educational program develops, there are 
likely to be some uncertainty and 
inconsistency inherent in the process. 
However, the APN community has a 
stated goal of moving toward a national 
standard of graduating APNs from DNP 
programs. We do not believe that it is 
sensible to deny Medicare enrollment to 
a registered professional nurse with a 
DNP degree who meets all of the other 
qualification requirements when we 
enroll nurses with a master’s degree. We 
have relied on our contractors to enroll 
only those NPs and CNSs who have 
graduated with a master’s degree in 
nursing in addition to meeting other 
qualification standards that require 
State licensure and certification by a 
recognized national certifying body. We 
believe that these collective 
qualifications ensure that only qualified 
nurses with proper clinical training 
furnish services to Medicare patients. 
However, we plan to study and monitor 
DNP programs as they continue to 
evolve. If we discover that APNs 
enrolling in Medicare as graduates of 
DNP programs are not sufficiently 
qualified to furnish services to Medicare 
patients, we will reconsider our 
education requirements and take 
appropriate action. 

Comment: One commenter suggested 
revising the definition of a physician 
under the NP and CNS qualifications. 

Response: We believe this comment is 
outside the scope of this regulation, and 
therefore, we are not addressing this 
comment at this time. 

After reviewing the public comments, 
we are finalizing our proposals to 
amend the NP qualifications to 
incorporate the technical correction and 
to include the DNP degree under the 
educational qualification requirements 
for NPs and CNSs. However, we will 
continue to study and monitor DNP 
nursing programs, State legislative 
action, and the State boards of nursing 
as the DNP degree evolves. 

R. Portable X-Ray Issue 
The Conditions for Coverage (CfC) for 

Portable X-Ray services are authorized 
by section 1861(s)(3) of the Act and 

were adopted in January 1969. These 
requirements have, for the most part, 
been subjected to minimal modification 
over the years. 

The current requirements in our 
regulations at § 486.104 (Qualifications, 
orientation, and health of technical 
personnel) are inconsistent with 
existing professional standards of 
practice and training requirements. 
Specifically, the current qualification 
requirements for x-ray personnel in 
§ 486.104(a)(1), (a)(2), and (a)(3) rely on 
credentialing activities from the Council 
on Education of the American Medical 
Association (CEAMA) and the American 
Osteopathic Association (AOA) which 
no longer approve formal training 
programs for x-ray technology and have 
not done so since 1992. 

Beginning in 1976, the Joint Review 
Committee on Education in Radiologic 
Technology (JRCERT) worked in 
collaboration with the Committee on 
Allied Health Education and 
Accreditation (CAHEA) of the American 
Medical Association (AMA) to accredit 
programs. However, the CAHEA was 
dissolved by the AMA in 1992 and 
JRCERT subsequently sought approval 
from the United States Department of 
Education (USDE) to approve and 
accredit x-ray technology programs. 
Approval was granted to JRCERT by the 
USDE in 1992. JRCERT is now the only 
accrediting entity recognized by the 
USDE that approves these programs; 
however, JCERT is not a recognized 
accrediting body under the current 
regulation at § 486.104. 

Before an x-ray technology program 
can be approved by JRCERT, the 
American Society of Radiologic 
Technologists (ASRT) must approve the 
program’s curriculum. Prior to 1992, the 
curriculum for x-ray technology 
programs was based on 24 months, 
which is reflected in the current 
regulations at § 486.104. ASRT no 
longer bases its evaluation on program 
duration, but rather on program 
requirements. Thus, a program could be 
less than 24 months in duration and still 
be eligible for JRCERT approval and 
accreditation if its curriculum was 
ASRT approved. Because § 486.104(a)(1) 
reflects the outdated 24-month standard, 
some x-ray technicians who actually 
meet community standards for 
education and training do not meet 
Medicare standards as they stand. 

Since the current Medicare 
requirements in § 486.104(a)(1) are 
outdated, referencing organizations that 
no longer perform the stated function 
and requiring a specific duration of 
training that is no longer the community 
standard, we proposed to revise the 
regulation to reflect the current 
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requirements. References to schools 
approved by the CEAMA or the AOA 
will be deleted, and approval by 
JRCERT will be added. In addition, we 
proposed that the requirement for 
formal training of not less than 24 
months in duration be deleted, since 
this criterion has not been part of the 
criteria established by entities that 
evaluate and approve x-ray technology 
programs since 1993. 

We proposed to retain the 24-month 
criterion in § 486.104(a)(2) and (a)(3) 
(affecting persons obtaining training 
prior to July 1, 1966) as program 
duration was one determinant of 
program quality at that time. To address 
those who completed their training after 
July 1, 1966 but before January 1, 1993, 
the time period during which CEAMA 
and the AOA were approving training 
programs, we proposed the addition of 
a new paragraph § 486.104(a)(4) to this 
section. This addition will reflect the 
standards for credentialing activities 
during this time frame. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Commenters suggested an 
alternate requirement for qualification 
as an x-ray technologist, namely 
American Registry of Radiologic 
Technologists (ARRT) certification. The 
commenters also stated that restricting 
recognition to only graduates of JRCERT 
accredited educational programs could 
create a shortage of radiographers 
eligible to furnish procedures. 

Response: We agree that certification 
by the ARRT is widely recognized; 
however, ARRT certification is 
voluntary, and therefore, may not be 
required as a condition of employment. 
Requiring ARRT certification would 
present an additional expense and 
testing obligation that individuals who 
are otherwise qualified might not 
choose to incur. Such a requirement 
would also make it necessary for those 
who are already working in the field to 
obtain ARRT certification if they are not 
already certified. 

The goal of our proposed revision was 
to update our regulations to reflect the 
accurate accrediting entity and program 
requirements for x-ray technology 
programs. As it stood, the regulation 
was inaccurate by referencing 
organizations that no longer approve 
and accredit x-ray technology programs, 
and by specifying an outdated 24-month 
program requirement. It was not our 
intention to consider imposing new or 
additional qualification requirements 
for technicians. 

In accordance with existing 
regulations, we will continue to 
recognize as qualified those individuals 

who have successfully completed a 
program of formal training in x-ray 
technology in a school approved by the 
JRCERT, as well as those who have 
earned a bachelor’s or associate degree 
in radiologic technology from an 
accredited college or university. States 
will continue to have the autonomy to 
utilize the ARRT exam for State 
licensing purposes. 

After reviewing the public comments, 
we are finalizing the provisions as 
proposed. 

S. Other Issues 

1. Physician Certification (G0180) and 
Recertification (G0179) for Medicare- 
Covered Home Health Services Under a 
Home Health Plan of Care (POC) in the 
Home Health Prospective Payment 
System (HH PPS) 

In the CY 2009 PFS proposed rule (73 
FR 38578), we solicited public 
comments on policy options regarding 
physician involvement in the 
certification and recertification for 
Medicare-covered home health services 
under a home health plans of care 
(POC), payment for those services, and 
the basis for those payments (relative 
resources measured in RVUs). 
Currently, we pay physicians for both 
the certification and recertification of 
home health POCs under HCPCS codes 
G0180 and G01779, respectively. We 
make payment for these services 
through the PFS. 

In the CY 2009 PFS proposed rule, we 
expressed our concern that physician 
involvement in the home health POC 
may not be as extensive as we had 
hoped. We recognize that there exists a 
vast array of differing levels of 
physician involvement in the 
certification and recertification of home 
health POCs. We continue to believe 
that the active involvement of the 
physician (to include ‘‘in-person’’ 
contact with the patient) in the 
certification, recertification, and review 
of the home health POC is essential for 
delivery of high quality home health 
services to Medicare beneficiaries. 

To that end, we offered different 
policy options and solicited the public 
for comment on those options in an 
effort to gather more information on this 
issue, and any other possible underlying 
issues that may exist. 

The following is a summary of the 
comments and our response. 

Comment: Most commenters 
suggested that we leave our current 
policies and payment to physicians 
unchanged, at least until the further 
analysis is completed. To that end, it 
was suggested by commenters that we 
continue to study the role of the 

physician in home care and determine 
which factors enhance a physician’s 
ability to conduct oversight activities, 
ensure appropriateness of care, and 
work collaboratively with home health 
agencies without further burdening 
Medicare beneficiaries. Commenters 
urged CMS to engage with industry 
organizations that represent the 
physicians that furnish these services, to 
determine goals and assess options. 
Commenters further suggested that goals 
and options could include revising the 
procedure codes used for billing, 
assessing the current RVUs, and 
establishing documentation 
expectations. 

Some commenters suggested that 
payments to physicians for certifying 
and recertifying HH POCs should be 
restructured to provide incentives for 
greater physician involvement, to 
include personally seeing the patients. 
Specifically, some commenters 
suggested adding different payments for 
the varying levels of physician 
involvement in the certification and 
recertification of HH POCs. Other 
commenters urged CMS to consider how 
home telehealth can be employed to a 
greater degree to increase input of 
clinical information directly to 
physicians in lieu of face-to-face 
contact. 

Other commenters suggested that we 
actively support amending the Medicare 
statute to allow nurse practitioners 
(NPs) to certify and recertify HH POCs. 
Some commenters suggested that we 
actively support demonstrations and 
legislative proposals to build on the 
concept of merging home care with 
primary care under a single care 
management entity for persons in the 
advanced stages of chronic illnesses. 
Other commenters suggested that 
payment to medical directors should be 
restored to HHAs, along with 
requirements for their education and a 
definition of their role, and that we 
consider reimbursement for a planning 
teleconference between the physician 
and home health personnel. 

Response: We appreciate the 
comments from the public on this 
matter and will continue to analyze and 
consider those comments and 
suggestions in future rulemaking. 

2. Prohibition Concerning Payment of 
Continuous Positive Airway Pressure 
(CPAP) Devices 

a. Background 

Obstructive Sleep Apnea (OSA, 
sometimes referred to as Obstructive 
Sleep Apnea Hypopnea Syndrome- 
OSAHS) is associated with significant 
morbidity and mortality. It is a 
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commonly under-diagnosed condition 
that occurs in 4 percent of men and 2 
percent of women. The prevalence 
increases with age (up to 10 percent in 
persons 65 and older), as well as with 
increased weight. Complications of OSA 
include excessive daytime sleepiness, 
concentration difficulty, coronary artery 
disease, and stroke. It is estimated that 
10 percent of patients with congestive 
heart failure (CHF) have OSA, which is 
independently associated with systemic 
arterial hypertension. Also, untreated 
OSA is associated with a ten-fold 
increased risk of motor vehicle 
accidents. 

Continuous Positive Airway Pressure 
(CPAP) is prescribed by physicians to 
treat OSA. The patient wears a face 
mask that provides air pressure to help 
keep the breathing passages open during 
sleep. The purpose is to prevent the 
collapse of the oropharyngeal walls and 
thereby prevent the obstruction to 
airflow during sleep, which occurs in 
OSA. This treatment is generally 
continued for the rest of the patient’s 
life. 

In 2006, Medicare spent 
approximately $750 million for the 
diagnosis and treatment of OSA. Sixty 
five percent of those expenditures 
represent the amount Medicare spent on 
diagnostic related costs of OSA using 
attended facility-based 
polysomnography (PSG). The remaining 
$260 million represents the amount 
spent on treatment related costs 
associated with the CPAP. 

Stakeholders in the sleep community 
suggest that OSA is currently 
underdiagnosed and that the numbers of 
persons using of CPAP will rapidly 
grow with greater public awareness and 
the convenient availability of in home 
testing. It is difficult to precisely 
estimate the ultimate growth because 
the true proportion of undiagnosed 
beneficiaries is unknown, and the 
current stakeholder estimates may 
reflect the prior limited access to home 
sleep testing in the Medicare 
population. We expect that this 
combined with the March 2008 
expansion of CPAP coverage may lead 
to significantly increased overall 
Medicare payments related to OSA 
diagnosis and CPAP treatment. Though 
we believe that most of this increase 
will likely arise from greater beneficiary 
access to medically appropriate care, we 
are concerned that even a limited 
proportion of fraud and abuse will be a 
significant vulnerability when applied 
in a very large benefit. 

On March 13, 2008, we published a 
national coverage determination (NCD) 
that extends coverage of CPAP devices 
to beneficiaries whose OSA has been 

diagnosed by certain unattended sleep 
tests furnished in a setting other than a 
sleep laboratory facility, that is, tests 
that are furnished in the beneficiary’s 
home, commonly referred to as home 
sleep tests (HSTs). Prior Medicare 
policy had covered CPAP devices only 
for beneficiaries who’s OSA had been 
diagnosed by facility-based attended 
PSG. Attended facility-based PSG is a 
comprehensive diagnostic sleep test 
including at least 
electroencephalography, electro- 
oculography, electromyography, heart 
rate or electrocardiography, airflow, 
breathing effort, and arterial oxygen 
saturation furnished in a sleep 
laboratory facility in which a 
technologist supervises the recording 
during sleep time and has the ability to 
intervene if needed. 

The NCD represents a significant 
expansion of coverage and facilitates the 
new participation of new entities that 
had not previously been involved in the 
provision of this benefit. This also 
allows testing to occur in patient homes, 
which are not regulated as health care 
facilities. For these and additional 
reasons we describe below, we believe 
that the diagnosis of OSA for coverage 
of CPAP merits proactive and ongoing 
oversight by CMS. Therefore, we intend 
to closely monitor this benefit. 

During the NCD public comment 
period, we received many comments 
expressing concern that financial 
incentives could lead to abusive testing 
practices that may harm Medicare 
beneficiaries and the Medicare program. 
Though these concerns were largely 
focused on vulnerability that might 
accompany the entry of new types of 
entities into the sleep test business 
following a broad expansion of 
coverage, some commenters suggested 
that vulnerabilities would be found in 
sleep test facilities. Therefore, in the CY 
2009 PFS proposed rule, we proposed to 
prohibit the provider of a qualifying 
sleep test—both PSG and HST—from 
also being the supplier of the CPAP 
device. Our use of the term provider 
throughout this rule refers to those 
individuals or entities that administer 
and/or interpret the sleep test and/or 
furnish the sleep test device, as 
described below. The provision of 
diagnostic sleep testing includes TCs 
and PCs related to the administration 
and interpretation of the test itself. 
Commonly one entity will furnish the 
sleep test device and another entity, 
such as a physician, will furnish the 
professional interpretation of the result 
generated by the device. Depending on 
the location in which the test is 
performed (that is, attended facility- 
based PSG or a HST), a sleep test 

provider may furnish the sleep test in its 
own physical facility, that is, the sleep 
laboratory, or may furnish the sleep test 
device and deliver it to and retrieve it 
from the beneficiary’s home. 

We believe that Medicare 
beneficiaries and the Medicare program 
are vulnerable if the provider of a 
diagnostic test has a financial interest in 
the outcome of the test itself. This 
creates incentive to test more frequently 
or less frequently than is medically 
necessary and to interpret a test result 
with a bias that favors self-interest. In 
the specific context of this rule, we 
believe that the provider of a sleep test 
has self-interest in the result of that test 
if that provider is affiliated with the 
supplier of the CPAP device that would 
be covered by the Medicare program. 
We believe that in most cases the 
provider that would be submitting a 
claim for payment related to the sleep 
test will not be the beneficiary’s primary 
physician but will be another party, for 
example, another physician or a 
diagnostic testing entity. We note that 
only rarely would a Medicare 
participating physician also be enrolled 
as a Medicare DME supplier. 

b. Regulation 
In the CY 2009 PFS proposed rule, we 

proposed to prohibit DME supplier 
payment for a CPAP device if the 
provider of a sleep test that is used to 
diagnose obstructive sleep apnea (OSA) 
in the Medicare beneficiary is the DME 
supplier or an affiliate of the supplier of 
the CPAP machine used to treat the 
beneficiary’s sleep apnea. The proposal 
applied to all sleep testing from 
attended facility-based PSG to 
unattended HST. 

Based on section 1871(a)(1) of the Act, 
which provides the Secretary with the 
authority to ‘‘prescribe such regulations 
as may be necessary to carry out the 
administration of the insurance 
programs under this title,’’ and section 
1834(j)(1)(B)(ii)(IV), which requires 
suppliers of equipment and supplies to 
‘‘meet such other requirements as the 
Secretary may specify,’’ and due to our 
concerns with respect to the potential 
for unnecessary utilization of sleep 
tests, we shall prohibit payment to the 
supplier of the CPAP device when such 
supplier, or its affiliate defined as a 
person or organization that is related to 
another person or organization through 
a compensation arrangement or some 
type of ownership, is directly or 
indirectly the provider or the interpreter 
of the unattended out of facility sleep 
test that is used to diagnose a Medicare 
beneficiary with OSA. 

We considered several options. We 
considered whether a narrower 
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prohibition could reasonably 
accomplish the purposes of this 
regulation at this time. Exceptions for 
providers that offer integrated disease 
management models were considered. 
We also considered allowing an 
exception for nationally accredited 
disease management programs but we 
are unaware of any current model that 
was encompass accreditation for both 
OSA diagnosis and CPAP supply under 
a single accreditation certificate. 

Therefore, we proposed to revise the 
durable medical equipment, prosthetics, 
orthotics, and supplies (DMEPOS) 
supplier enrollment safeguards set forth 
at § 424.57 to protect the Medicare 
program and its beneficiaries from 
fraudulent or abusive practices that may 
be related to CPAP devices. We also 
proposed to add new definitions to 
paragraph (a) to define ‘‘Continuous 
positive airway pressure (CPAP)’’ and 
‘‘sleep test’’ and to add a new paragraph 
(f), which would establish a specific 
payment prohibition that would not 
allow the supplier to receive Medicare 
payment for a CPAP device if that 
supplier, or its affiliate as defined 
above, is directly or indirectly related to 
the provider of the sleep test that would 
used to diagnose the beneficiary with 
OSA. 

In this final rule, in response to public 
comment, we are adding additional 
definitions for ‘‘affiliate’’, and ‘‘attended 
facility-based polysomnogram’’, and 
clarify the definitions of ‘‘Continuous 
positive airway pressure (CPAP)’’, and 
‘‘sleep test.’’ In addition, we are adding 
a new paragraph (g), which would 
create an exception to the prohibition 
contained in (f) if the sleep test is an 
attended facility-based PSG. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Many commenters 
maintained that the prohibition is unfair 
and that it ‘‘singles out’’ sleep 
diagnostics and therapies for a special 
payment prohibition. They maintain 
that there is no evidence that sleep tests 
promote ‘‘self interested’’ referrals any 
more than do referrals from any other 
diagnostic tests. 

Response: We disagree. During the 
process leading to the revised NCD, we 
received many public comments 
expressing concern that financial 
incentives involving sleep test providers 
being affiliated with CPAP suppliers 
might very well lead to abusive 
practices that would harm Medicare 
beneficiaries and threaten the integrity 
of the Medicare program. 

As we noted above, testing for the 
diagnosis of OSA will expand into 
settings that are not regulated as health 

care facilities. CPAP for the treatment of 
OSA differs from many other DME items 
in several ways that are significant here. 
The clinical symptoms that prompt the 
use of CPAP, for example, snoring, 
sleeplessness, daytime drowsiness, 
generally occur in the home setting and 
are self reported by the patient. The 
physical findings of patients with OSA 
are also seen in persons who do not 
have OSA. 

The diagnosis of OSA which may lead 
to coverage of CPAP hinges upon the 
results of a clinical examination and a 
diagnostic test, the single night sleep 
study. The interpretation of a sleep 
study is subject to inter-interpreter 
variability. Sleep study results are 
known to vary from night to night and 
are also technique dependent. Other 
conditions for which Medicare covers 
DME, for example chronic obstructive 
pulmonary disease, are generally 
diagnosed based on the combined 
results of multiple tests such as chest x- 
rays, arterial blood gas measurements 
and pulmonary function tests. Thus it is 
less likely that a diagnosis of OSA will 
be supported by consistent findings 
across multiple test platforms. We are 
concerned that the provider of a sleep 
test will have a bias to interpret an 
inconclusive sleep test as positive if that 
provider has a financial interest in the 
payment for the CPAP device that 
would be used to treat the beneficiary. 
We believe that this represents a 
vulnerability to the Medicare program. 

We believe that we have sufficient 
reason to believe that OSA and CPAP 
are more amenable to fraud and abuse 
than some other items and services. We 
have seen program vulnerabilities in a 
similar benefit, specifically oximetry 
testing in the home for coverage of the 
home use of oxygen. For example, our 
local contractors informed us that 
laboratories and DME suppliers were, 
without an order from the treating 
physician, initiating oximetry testing. 
As a result, we acted to prohibit DME 
suppliers from furnishing the oximetry 
testing used in part to establish the 
beneficiary’s eligibility for home oxygen 
coverage. 

Comment: Several commenters state 
that the best models utilize high degrees 
of coordination and affiliation. The 
commenters claim that integrated care 
models result in higher CPAP 
compliance and better quality of care for 
the patient. The commenters state that 
the proposed rule would force 
integrated sleep management programs 
to refer beneficiaries to outside entities 
for the CPAP device, thus creating a 
break in continuity and accountability. 
During the public comment period on 
the proposed rule, several institutional 

stakeholders noted that if finalized 
unchanged, the regulation would 
essentially eliminate integrated sleep 
management programs that furnish 
coordinated management of OSA from 
testing to therapy including provision of 
CPAP. The commenters claimed that 
these programs, all facility-based, 
provide a level of patient support in 
ensuring appropriate provision and 
titration of CPAP that is not typical with 
many DME suppliers. These programs 
note that under this scenario they would 
have reduced ability to monitor the 
beneficiary’s compliance with CPAP, 
including ensuring that the CPAP 
device has been and continues to be 
optimized for the individual 
beneficiary. The commenters believe 
that finalization of the proposed rule 
would remove this option, thus they 
believe leading to fragmented care, loss 
of accountability and potential harm to 
patients. 

Response: Integrated sleep 
management programs furnish 
comprehensive diagnostic and 
therapeutic services with a single 
coordinated program that commonly 
includes ongoing assessment of the 
patient’s response to therapy and 
modifications to therapy as needed. 

If finalized as proposed, the 
regulation would likely result in these 
programs referring all beneficiaries to 
outside DME suppliers for the CPAP 
device, thus creating a break in 
continuity of care. 

This concern, which we recognize 
with attended facility-based PSG 
furnished in integrated sleep 
management programs, is not applicable 
outside of this setting. There is no 
substantive claim of continuity of care 
and coordinated disease management in 
other settings where a sleep test 
provider may have some other 
relationship with a DME supplier. 

Our administrative contractors 
informed us that they have not 
historically found these integrated sleep 
management programs furnishing 
attended facility-based PSG to be a 
significant vulnerability. We cannot at 
this time confidently exclude the 
possibility that disrupting this model of 
care might be harmful to some patients. 
To avoid disrupting established 
integrated sleep management programs, 
this final rule with comment period will 
not prohibit DME payment to suppliers 
of CPAP to beneficiaries who have been 
diagnosed with OSA using attended 
facility-based PSG. 

We are unaware of a reliable way to 
prospectively distinguish bona fide 
integrated sleep management programs 
from other entities for the purposes of 
this regulation. As we note below, there 
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is no currently available accreditation 
program under which an entity can, 
under a single certificate, be accredited 
for sleep diagnosis and the supply of 
CPAP treatment. Thus we considered 
how to balance these concerns and 
minimize disruptions to continuity of 
care while maintaining the necessary 
protections for the Medicare program 
and its beneficiaries. 

We believe that creating an exception 
for facility-based PSG strikes a 
reasonable balance of these concerns. In 
the context of OSA diagnosis and 
treatment for Medicare beneficiaries 
these integrated sleep management 
programs have historically (before the 
March 2008 NCD) used attended 
facility-based PSG for OSA diagnosis, as 
alternative diagnostic strategies did not 
support Medicare coverage of the CPAP 
device. 

Excepting attended facility-based PSG 
from the payment prohibition for CPAP 
does not exempt HST furnished by the 
same entity, that is, the exception is at 
the test level not the program or facility 
level. Thus, this final rule with 
comment period avoids disrupting 
established integrated sleep 
management programs when they 
furnish attended facility-based PSG 
while affording the public more time to 
propose alternatives. 

Comment: Several commenters stated 
that they would be forced to provide 
supplementary, nonreimbursable 
services to CPAP patients as a result of 
the rule. Sleep clinicians point to the 
fact that follow-up care of an OSA 
patient is a requirement for AASM 
accreditation. The commenters stated 
that under the provisions of the 
proposed rule, the DME supplier would 
be reimbursed for the care, even when 
the DME fails to furnish the follow up 
care. 

Response: We disagree. We expect 
that treating physicians and other 
recognized clinicians who evaluate and 
manage beneficiaries’ sleep apnea 
would continue to submit claims for 
Medicare payment for the services that 
they furnish. This rule does not prohibit 
treating physicians from appropriately 
providing follow up care to their 
patients who use CPAP. A DME 
supplier that is not also enrolled by 
Medicare as a physician would not 
furnish services that are properly within 
the scope of practice of the beneficiary’s 
physician, and we would not expect to 
receive claims for Medicare payment for 
such services. 

Comment: Several commenters 
suggested that accredited entities should 
be exempt from the prohibition. Some 
commenters have proposed that 
facilities that have been accredited by a 

recognized accrediting body to provide 
full diagnostic, therapeutic, and DME 
services should have an exception from 
the prohibition required as stated in the 
proposed rule. 

Response: We agree that an entity that 
has been accredited by a recognized 
sleep therapy accrediting body would 
likely have protections in place that 
would minimize the potential fraud and 
abuse concerns we addressed above. We 
believe that the scope of such 
accreditation programs should be broad 
enough to include OSA diagnosis and 
the supply of CPAP treatment under a 
unified certificate. 

We have contacted JCAHO and AASM 
(American Academy of Sleep Medicine) 
to determine whether either has an 
accreditation program that could be 
applied to an integrated sleep 
management program that includes 
complete patient management to 
include managing the DME. AASM 
accredits sleep testing but not DME; 
JCAHO has nonspecific criteria that 
might be applied to the testing and DME 
supplier separately. However, we are 
unaware of any current model that 
would encompass both under a single 
accreditation certificate. One 
commenter estimated that it would take 
approximately 6 months to develop 
such an accreditation framework. We 
expect that it would take 1 to 2 years to 
implement and accredit sufficient 
programs to make this a viable 
alternative. 

Ideally, we would like to require that 
all entities that furnish both sleep 
testing and CPAP be accredited. We 
solicit public input on accreditation 
models that might support this option. 
Once we are made aware of appropriate 
accrediting models, we may readdress 
this issue in future rulemaking. 

Comment: Several commenters 
expressed concern regarding the delays 
from time of OSA diagnosis to time of 
CPAP treatment that might arise if the 
beneficiary is supplied CPAP from an 
unaffiliated supplier. The commenters 
believe that this will have an adverse 
impact on the patient and will affect 
their follow through related to the plan 
of care. 

Response: OSA is not an acute 
condition. We are not aware of credible 
evidence of serious harm due to delay 
of days or weeks between OSA 
diagnosis and CPAP treatment. 

The attended facility-based PSG 
testing paradigm may include same 
night initiation and titration of CPAP 
treatment. The final rule provides an 
exception for attended facility-based 
PSG. Thus, we believe that the 
exception provides a reasonable option 
should the beneficiary’s treating 

physician determine that there is a 
pressing need for urgent treatment in 
the case of an individual beneficiary. 

Comment: Several commenters 
believe that the adoption of this rule 
would cause disruptions in care of OSA 
treatments for patients in rural areas by 
imposing new restrictions. These 
commenters expressed wishes for a 
Stark-like rural exception, based on 
access to care arguments. 

Response: Though various 
commenters have compared the 
provisions of this rule to the ‘‘Stark’’ 
rules, this rule is distinct from Stark and 
addresses separate concerns. 

We acknowledge that rural 
beneficiaries are more likely to live at 
greater distances from sleep facilities. 
Thus, these beneficiaries would be more 
likely to avail themselves of home sleep 
testing if it were available. 

We also note that the final rule allows 
an exception for attended facility-based 
PSG. Thus, when compared to Medicare 
coverage before the March 2008 NCD 
expansion, the final rule’s provisions in 
this regard do not impose new 
restrictions for Medicare beneficiaries 
located in rural areas. Therefore we 
believe that a specific rural exception is 
not needed at this time. 

Comment: Many commenters state 
that existing fraud and abuse laws 
adequately address abuses arising out of 
affiliations. For example, the 
commenters stated that the Stark 
regulations do not allow a physician 
who has a financial relationship 
(ownership or compensation) with a 
DME supplier to refer a patient to that 
DME supplier for CPAP, unless an 
exception applies. In addition, 
commenters stated that under many 
State regulations a physician cannot 
have a substantial ownership interest in 
a DMEPOS supplier and still refer 
Medicare patients for DME. The 
commenters also state that fraud and 
abuse is prevented by other Medicare 
provisions, such as those limiting 
coverage of CPAP to a 12-week period 
to identify beneficiaries diagnosed with 
OSA who benefit from CPAP. 

Response: We disagree. While Stark 
and other statutes and rules, including 
the Federal anti-kickback statute, afford 
some protections, we believe this 
regulation to be necessary in order to 
further protect Medicare beneficiaries 
from potential abusive practices and to 
further reduce the Medicare program’s 
vulnerability to fraud and abuse. We 
believe that the payment prohibition for 
CPAP in this rule will be applied to a 
broader set of CPAP supplier 
relationships than would be prohibited 
under Stark. We here address additional 
CPAP supplier relationships that do not 
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necessarily depend on a relationship 
with the beneficiary’s treating physician 
who makes a referral, for example, a 
relationship between a sleep test 
provider and a DME supplier when the 
provider of the sleep test is not the 
beneficiary’s treating physician who 
made the referral for the test. 

Comment: One commenter stated that 
this proposal is unlawful. First, the 
commenter stated that general 
rulemaking authority cannot support a 
‘‘Stark-like’’ proposal such as the one 
under consideration. Further, the 
commenter states that the preamble 
lacks sufficient facts or data to support 
the statutory predicate under section 
1871(a)(1) that the rule must be 
‘‘necessary to carry out the 
administration’’ of the Medicare 
program. The commenter summarizes 
their concerns by stating that the general 
grant of rulemaking authority is not 
plenary. The commenter also stated that 
the rule is inconsistent with the Stark 
statute and it’s implementing 
regulations, which the commenter 
asserted would not preclude a physician 
from selling a CPAP device to his or her 
patient if the physician is enrolled as a 
DME supplier and personally furnishes 
all of the services associated with the 
provision of the CPAP. In addition, the 
commenter concludes that this rule is in 
direct contradiction to the Stark law 
because, unlike the Stark law, this rule 
does not contain an exception for 
referrals made by a physician who has 
an ownership or investment interest in 
a ‘‘rural provider.’’ 

Response: We do not agree. Our 
authority for promulgating this rule is 
supported by two different provisions in 
the Act. First, we believe that section 
1871(a)(1) of the Act, which authorizes 
the Secretary to ‘‘prescribe such 
regulations as may be necessary to carry 
out the administration of the insurance 
programs under this title,’’ provides 
sufficient authority for this regulation. 
We believe that the prevention of fraud 
and abuse in the provision of CPAP 
devices is essential to the efficient 
administration of the Medicare program. 
While the use of unattended HSTs will 
provide more beneficiaries with access 
to diagnosis and treatment of OSA, we 
are concerned that the increased 
number of unattended HSTs will in turn 
increase the potential for a test 
provider’s affiliation with a CPAP 
supplier to lead to overutilization as we 
discussed above. We believe that the 
administration of the Medicare program 
includes a responsibility to protect the 
program and its beneficiaries from the 
harmful effects of fraud and abuse. 
Second, we also believe that section 
1834(j)(1)(B)(ii)(IV) of the Act, which 

requires suppliers of equipment and 
supplies to ‘‘meet such other 
requirements as the Secretary may 
specify,’’ provides sufficient authority 
for this regulation. 

We also disagree with the 
commenter’s assertion that a physician’s 
furnishing of CPAP can easily escape 
the purview of Stark and that this rule 
therefore conflicts with the Stark law. 
As we stated in the ‘‘Phase III’’ Stark 
final rule, although personally 
performed services are not a ‘‘referral’’ 
for Stark purposes, ‘‘the dispensing of 
CPAP equipment by a physician would 
almost always constitute a ‘‘referral’’ 
* * *, as would the dispensing of CPAP 
equipment by anyone else affiliated 
with the referring physician, such as a 
nurse or physician assistant’’ (72 FR 
51020). This is because a referring 
physician claiming to personally 
provide DME must personally furnish 
the CPAP equipment as well as 
personally perform all activities 
necessary to satisfy the DME supplier 
standards. Thus, in all but the rarest of 
circumstances, the prohibition 
promulgated under this final rule does 
not conflict with the Stark prohibition 
as applied to physicians who refer for 
and furnish CPAP in their own medical 
practices. Moreover, given our general 
rulemaking authority and our authority 
under section 1834(j)(1)(B)(ii)(IV) of the 
Act, we are not prevented from 
regulating the provision of CPAP in 
those unusual circumstances in which 
Stark is not implicated because there 
has been no ‘‘referral.’’ 

Similarly, we do not agree with the 
commenter’s assertion that this rule 
conflicts with the Stark prohibition 
because it does not contain an exception 
for referrals made by a physician who 
has an ownership or investment interest 
in a ‘‘rural provider.’’ Under the Stark 
statute, section 1877(d)(2) of the Act, 
there ‘‘shall not be considered to be an 
ownership or investment interest * * * 
[i]n the case of designated health 
services [including DME, such as CPAP] 
furnished in a rural area (as defined in 
section 1886(d)(2)(D)) by an entity, if 
* * * substantially all of the designated 
health services furnished by the entity 
are furnished to individuals residing in 
such a rural area.’’ Thus, Stark is not 
implicated in those circumstances. 
Nevertheless, we are not precluded from 
using other authority to limit or prohibit 
payment for items and services that are 
provided in a manner that does not 
implicate Stark. Notwithstanding Stark, 
we have authority under sections 
1871(a)(1) and 1834(j)(1)(B) of the Act to 
issue this rule. 

Comment: One commenter stated 
concerns that the rule will limit 

appropriately trained and qualified 
DMEPOS suppliers’ ability to furnish 
home sleep tests. The association claims 
that the rule creates unnecessary and 
artificially high barriers to DMEPOS 
suppliers’ ability to furnish services that 
are uniquely within their area of 
expertise. The commenter stated that 
the DME business model is premised on 
the ability to furnish medical equipment 
to patients in their homes and DMEPOS 
suppliers may be the only providers 
with the immediate capacity to furnish 
HST to Medicare beneficiaries. 

Response: Only the physician treating 
the beneficiary can order a HST and 
prescribe CPAP therapy. We expect that 
the sleep test would be interpreted by a 
physician, and we do not believe CPAP 
suppliers should be paid for supplying 
CPAP equipment when an affiliated 
physician has interpreted the HST or 
ordered the equipment. We are not 
persuaded that DME suppliers have any 
uniquely valuable expertise in the 
provision of diagnostic testing. 

Comment: Many commenters claimed 
the regulation will result in an under 
availability of CPAP equipment and 
services in many communities. One 
commenter explained that IDTFs are 
now permitted to utilize HST to 
diagnose OSA, but point out that the 
vast majority of IDTFs do not have the 
resources and infrastructure needed to 
deliver or pick-up HST equipment to 
and/or from the beneficiary’s home. The 
commenter requested that CMS furnish 
a detailed analysis on beneficiary access 
to CPAP supplies and services locally 
before implementing such a provision. 

Response: This rule does not prohibit 
IDTFs from establishing and 
maintaining sufficient resources and 
infrastructure to deliver or pick up 
HSTs, so long as the DME supplier who 
will be furnishing the CPAP to the 
beneficiary as a result of the HST is not 
the same DME supplier that the IDTF 
has affiliated with for purposes of 
delivering or picking up the HSTs or 
performing other functions related to 
providing the HST. In addition, the 
exception we are providing for attended 
facility-based PSG is sufficient to 
maintain beneficiary access at historical 
levels before the 2008 NCD. 

Comment: One commenter stated that 
the mission of all nonprofit healthcare 
systems includes furnishing care for the 
under and un-insured populations. The 
commenter stated that healthcare 
systems would no longer furnish sleep 
tests to the under and uninsured if the 
healthcare system is prohibited from 
furnishing CPAP devices to Medicare 
beneficiaries. 

Response: It is not clear to us why a 
nonprofit would refuse to offer HSTs to 
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the under- or uninsured simply because 
the nonprofit entity cannot use an 
affiliated DME supplier to furnish a 
CPAP device prescribed after the HST. 
We note that health care entities can 
continue to provide CPAP when 
prescribed as a result of an attended 
facility-based PSG. 

Comment: One commenter points to 
guidance issued in mid 2002, where 
CMS recognized a separation between a 
hospital system and its ownership of a 
DME business (otherwise referred to as 
a Hospital-based supplier). By enacting 
this provision, the commenter 
concludes that CMS would no longer 
recognize this separation. The 
commenter concludes that this 
provision, if enacted, would result in 
other prohibitions for follow-up care 
following a diagnostic test. 

Response: We disagree with the 
commenter’s conclusion, and we note 
that the final rule’s exemption of 
attended facility-based PSG would 
likely apply to many hospital affiliated 
sleep programs. 

Comment: Several commenters stated 
that there is a clear conflict of interest 
for the provider of the test to also profit 
from the provision of the CPAP therapy. 

Response: We appreciate the 
supportive comments. 

Comment: Several commenters wrote 
that physicians who work for hospitals 
are under increasing pressure to 
generate revenue by conducting more 
tests and prescribing CPAP through a 
hospital owned DME supplier. Other 
commenters claim that bonus payments 
are made to physician’s who prescribe 
CPAP through a hospital owned DME 
supplier. These commenters favor the 
payment prohibition. 

Response: We appreciate the overall 
concerns expressed by the commenters 
about pressure on physicians, but we 
wish to minimize the disruption to 
programs that were in place prior to the 
March 2008 NCD expansion of coverage. 
We believe that an exemption for 
attended facility-based PSG is a 
reasonable balance between beneficiary 
access and protection at this time. 

Comment: Several commenters 
support a payment prohibition where 
the diagnostic test facilities are not 
permitted to provide the CPAP and 
related supplies. According to the 
commenters, the DMEPOS suppliers 
claim to possess a higher degree of 
sophistication surrounding CPAP 
technologies and related supplies by 
focusing exclusively on the technologies 
rather than on the sleep diagnostics. 

Response: We appreciate the 
supportive comment on the proposed 
regulation. However we have been 
persuaded for reasons described above 

to except attended facility-based PSG 
from the payment prohibition for CPAP. 

Comment: Several commenters stated 
that hospital-owned DME qualifies as a 
monopoly, and results in an unfair 
competitive advantage for hospitals and 
large sleep centers. The commenters 
favor the payment prohibition and state 
that such a prohibition is good for small 
businesses. 

Response: Business monopoly is 
beyond the scope of this regulation and 
we will not discuss it here. 

Comment: Several commenters stated 
that the term ‘‘affiliate’’ is ambiguous, 
and that the proposed rule is vague and 
overly broad in its use of the terms 
‘‘affiliate’’ and ‘‘directly or indirectly’’. 
The commenters requested that CMS 
provide a clear definition of ‘‘affiliate’’. 
The commenters stated that without 
clear definitions from CMS it is 
impossible to discern what types of 
affiliations CMS intends to preclude 
under the rule or how the proposed rule 
would apply to any given set of 
circumstances. One commenter 
recommended that a definition of 
affiliate be common ownership of 
greater than 50 percent of the supplier 
of the CPAP device. 

Response: We define ‘‘affiliate’’ as a 
person or organization that is related to 
another person or organization through 
a compensation arrangement or some 
type of ownership. 

We have defined a provider of sleep 
test as an individual or entity that 
directly or indirectly administers and/or 
interprets the test and/or furnishes the 
sleep test device. By indirect we mean 
that one or more intermediary actors are 
used to accomplish the sleep test to its 
end. For example, if a DME supplier 
contracted with a sleep test provider to 
furnish HST, that supplier would 
indirectly provide the HST. Directly 
providing the test means there are no 
intermediary actors—no intervening 
persons or entities between them. 

Comment: One commenter requested 
that sleep labs be permitted to develop 
criteria to gauge the competency of the 
DME. Further, the commenter requested 
that sleep labs be permitted to use such 
criteria to discriminate against DME 
companies who fail to perform at an 
acceptable level of competency. 

Response: We believe that this 
concern can be addressed through the 
development and implementation of 
accreditation standards. Ideally, we 
would like to require that all entities 
furnishing sleep tests in any settings in 
addition to supplying CPAP be 
accredited. Once we are made aware of 
appropriate accrediting models, we will 
readdress the issue in future 
rulemaking. 

Based on section 1871(a)(1) of the Act, 
which provides the Secretary with the 
authority to ‘‘prescribe such regulations 
as may be necessary to carry out the 
administration of the insurance 
programs under this title,’’ and section 
1834(j)(1)(B)(ii)(IV), which requires 
suppliers of equipment and supplies to 
‘‘meet such other requirements as the 
Secretary may specify,’’ and due to our 
concerns with respect to the potential 
for unnecessary utilization of sleep 
tests, we shall prohibit payment to the 
supplier of the CPAP device when such 
supplier or its affiliate is directly or 
indirectly the provider of the HST that 
is used to diagnose a Medicare 
beneficiary with OSA. 

We considered several options. We 
considered whether a narrower 
prohibition could reasonably 
accomplish the purposes of this 
regulation at this time. Exceptions for 
providers that offer integrated sleep 
management programs were considered. 
We also considered allowing an 
exception for nationally accredited 
disease management programs but we 
are unaware of any current model that 
would encompass accreditation for both 
OSA diagnosis and CPAP supply under 
a single accreditation certificate. 

After reviewing the public comments, 
we are finalizing the prohibition in 
§ 424.57 as proposed but with an 
exception for attended facility-based 
PSG. Excepting facility-based PSG from 
the prohibition on providing CPAP 
would not except HST performed by the 
same entity, that is, the exception is at 
the test level not the facility level. We 
plan to solicit public input on 
accreditation models that might support 
future exceptions to this prohibition. 
We add additional definitions for 
‘‘affiliate’’, ‘‘attended facility-based 
polysomnogram,’’ and clarify the 
definitions of ‘‘Continuous positive 
airway pressure (CPAP)’’ and ‘‘Sleep 
test’’. 

3. Beneficiary Signature for 
Nonemergency Ambulance Transport 
Services 

In the CY 2008 PFS final rule with 
comment period (72 FR 66406), we 
created an additional exception to the 
beneficiary signature requirements, 
applicable for emergency ambulance 
transports, in § 424.36(b)(6). The 
exception allows ambulance providers 
and suppliers to sign on behalf of the 
beneficiary, at the time of transport (that 
is, the time during which the 
beneficiary is picked up and dropped 
off at the receiving facility), provided 
that certain documentation 
requirements are met. To take advantage 
of the exception at § 424.36(b)(6), an 
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ambulance provider or supplier must 
maintain in its files: (1) A 
contemporaneous statement, signed by 
an ambulance employee who is present 
during the trip, that the beneficiary was 
mentally or physically incapable of 
signing (and that no other authorized 
person was available and or willing to 
sign); (2) documentation as to the date, 
time and place of transport; and (3) 
either a signed contemporaneous 
statement from the receiving facility that 
documents the name of the beneficiary 
and the date and time the beneficiary 
was received by that facility, or a 
secondary form of verification from the 
facility that is received at a later date. 

In the CY 2008 PFS final rule with 
comment period (72 FR 66324), we 
clarified that, apart from the new 
exception in § 424.36(b)(6), where a 
beneficiary is unable to sign a claim at 
the time the service is rendered, 
ambulance providers and suppliers are 
required to use reasonable efforts to 
follow-up with the beneficiary and 
obtain his or her signature before 
submitting the claim with a signature 
from one of the individuals or entities 
specified in § 424.36(b)(1) through 
(b)(5). We further clarified that only 
providers of services, and not 
ambulance suppliers, can take 
advantage of § 424.36(b)(5), which states 
that a representative of the provider or 
of the nonparticipating hospital may 
sign on behalf of the beneficiary if the 
provider or nonparticipating hospital 
was unable to have a claim signed in 
accordance with § 424.36(b)(1) through 
(b)(4) (72 FR 66322). 

Subsequent to publication of the CY 
2008 PFS final rule with comment 
period, ambulance provider and 
supplier stakeholders requested that we 
extend the exception in § 424.36(b)(6) to 
nonemergency ambulance transports in 
instances where the beneficiary is 
physically or mentally incapable of 
signing. These stakeholders stated that 
there are many nonemergency 
transports for which a beneficiary is 
physically or mentally incapable of 
signing a claim form. For example, 
stakeholders asserted that beneficiaries 
residing in long term care facilities often 
need to be transported for 
nonemergency medical treatment, yet 
may be incapable of signing the claim 
due to physical or mental ailments, such 
as Alzheimer’s disease or other forms of 
dementia. In these instances, there may 
be no other individual who is 
immediately available and authorized to 
sign the claim as specified in 
§ 424.36(b). 

Because we do not anticipate an 
increased risk of fraud or program abuse 
if the exception in § 424.36(b)(6) is 

extended to include nonemergency 
transports, we proposed to revise 
§ 424.36(b)(6) to refer specifically to 
nonemergency transports. We also 
proposed to add language to § 424.36(a) 
to clarify that, apart from the use of the 
exception in § 424.36(b)(6), providers 
and suppliers must make reasonable 
efforts to obtain the beneficiary’s 
signature before relying on one of the 
exceptions in § 424.36(b). We note that 
§ 424.36(b)(5) specifies that a provider 
may not invoke the exception to sign a 
claim on behalf of a beneficiary unless 
it is unable to have one of the persons 
specified in § 424.36(b)(1) through (b)(4) 
sign the claim. Finally, given that most 
claims are submitted electronically, we 
proposed to amend § 424.36(a) to define 
‘‘claim’’ for purposes of the beneficiary 
signature requirements as the claim 
form itself or a form that contains 
adequate notice to the beneficiary or 
other authorized individual that the 
purpose of the signature is to authorize 
a provider or supplier to submit a claim 
to Medicare for specified services 
furnished to the beneficiary. 

We received comments that urged us 
to eliminate entirely the beneficiary 
signature requirement where a 
beneficiary is mentally or physically 
incapable of signing a claim and no 
other person authorized to sign a claim 
on behalf of the beneficiary is available 
or willing to sign at the time of 
transport. In addition, the commenters 
stated that the proposed documentation 
requirements would be costly and 
burdensome to ambulance providers 
and suppliers. Several commenters 
objected to our proposal to amend 
§ 424.36(a) to clarify that, apart from the 
use of the exception in § 424.36(b)(6), 
providers and suppliers must make 
reasonable efforts to obtain the 
beneficiary’s signature before relying 
upon one of the exceptions in 424.36(b). 

We are adopting our proposals, with 
modification. Specifically, we are 
amending the exception in 
§ 424.36(b)(6) to include nonemergency 
ambulance transports. We are also 
amending § 424.36(a) to define ‘‘claim’’ 
for purposes of the beneficiary signature 
requirements, as the claim form itself, or 
a form that contains adequate notice to 
the beneficiary or other authorized 
individual that the purpose of the 
signature is to authorize a provider or 
supplier to submit a claim to Medicare 
for specified services furnished to the 
beneficiary. We are revising 
§ 424.36(b)(6)(ii)(C)(2) to include 
secondary forms of verification from 
either a hospital or a facility. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: The majority of 
commenters stated that it is a burden on 
ambulance providers and suppliers to 
obtain a signature for nonemergency 
ambulance transports when a 
beneficiary is mentally incapable of 
signing the ‘‘waiver.’’ The commenters 
contended that asking for additional 
documentation to verify that a patient 
was transported creates a financial 
burden on the ambulance provider. One 
commenter stated that its billing office 
has to do more mailings, follow-up calls 
and faxes to get a ‘‘waiver’’ completed, 
and that spouses are reluctant to sign 
the form for fear that they will be 
responsible for the ambulance transport 
bill. The commenter also stated that the 
forms are confusing to its ambulance 
crew and that hospital and 
rehabilitation representatives are 
reluctant to sign forms. One commenter 
suggested that checking hospital and 
rehabilitation bills would be an easier 
way to document a patient transport, 
whereas another commenter suggested 
that we should abolish the signature 
requirement entirely. 

Response: We note that whereas 
several commenters referred to a 
‘‘waiver’’ of the signature requirement of 
§ 424.36, in fact § 424.36 sets forth a 
signature requirement and alternative 
means of satisfying the signature 
requirement. That is, § 424.36 generally 
requires that the beneficiary sign the 
claim, unless the beneficiary is deceased 
or unavailable to sign the claim, in 
which case other individuals or entity 
representatives (as enumerated in 
§ 424.36(b), (c) and (d)) may sign the 
claim. We are adopting our proposal to 
amend § 424.36(a) to clarify that ‘‘the 
claim’’ includes the actual claim form or 
such other form that contains adequate 
notice to the beneficiary or other 
authorized individual signing on behalf 
of the beneficiary that the purpose of the 
signature is to authorize a provider or 
supplier to submit a claim to Medicare 
for specified services furnished to the 
beneficiary. The purpose of the 
beneficiary signature is to verify that the 
services were in fact rendered and were 
rendered as billed. 

Our proposal does not impose any 
new burdens on ambulance providers or 
suppliers, but rather offers an optional, 
alternative method, for satisfying the 
beneficiary signature requirement. We 
do not agree with the commenters that 
it is a significant burden on ambulance 
providers and suppliers to comply with 
the proposed signature and 
documentation requirements in order to 
meet the proposed exception for 
nonemergency ambulance transports 
when a beneficiary is incapable of 
signing a claim form; however, those 
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ambulance providers and suppliers that 
believe that the signature and 
documentation requirements of the new 
exception at § 424.36(b)(6) are 
burdensome may avail themselves of the 
other means specified in § 424.36 for 
satisfying the beneficiary signature 
requirement. 

In response to the assertion that the 
forms are confusing, we reiterate that we 
did not create any new forms for 
ambulance personnel or facility staff to 
sign. Ambulance providers or suppliers 
may use whatever forms they wish 
(such as the patient care trip report, etc.) 
for capturing the signature and 
documentation requirements specified 
in § 424.36(b)(6). In response to the 
assertion that spouses are reluctant to 
sign a form for fear that they will be 
responsible for the ambulance transport 
bill, signing of the claim form (or such 
other form used as a proxy for the claim 
form) does not make a person 
financially liable to pay the provider or 
supplier. However, if a beneficiary or 
the beneficiary’s authorized 
representative refuses to sign the claim 
form, the ambulance company may bill 
the beneficiary directly for the transport 
service. In addition, if the transport 
service is deemed not medically 
necessary, and thus is not covered by 
Medicare, the beneficiary may be held 
responsible for payment (subject to the 
limitation of liability provisions of 
section 1879 of the Act and our 
regulations at §§ 411.404). 

We are not persuaded to adopt the 
suggestion that we eliminate entirely the 
beneficiary signature requirement for 
ambulance transports. We are concerned 
that there may be an increased risk of 
fraud or program abuse if we were to 
remove the signature requirement. 
Moreover, we did not propose to 
eliminate the signature requirement and 
therefore may lack the authority to 
abolish the requirement through this 
final rule even if we were otherwise 
inclined to do so. With respect to the 
suggestion that we should check 
hospital and rehabilitation bills to 
document a patient transport (which is 
tantamount to suggesting that we 
eliminate the signature requirement), we 
do not agree that it should be the 
program’s responsibility, at the time of 
processing the claim, to guess whether 
the beneficiary would have authorized 
the claim if asked, or to have to secure 
documentation from providers and 
suppliers (which, to the extent that they 
have not furnished the transport, may 
not be required to supply us with such 
documentation and may even be 
precluded by privacy laws from 
supplying us with such documentation). 
Accordingly, we believe providers and 

suppliers should go on record, at the 
time of submitting the claim, that the 
beneficiary (or someone authorized on 
his behalf) authorized the filing of the 
claim. 

Comment: Several commenters noted 
that, in light of our proposal to expand 
the (b)(6) exception to include 
nonemergency ambulance transports as 
well as emergency ambulance 
transports, the signature requirements 
may apply when a beneficiary is being 
transported from or to skilled nursing 
facilities, hospitals and other 
permissible destinations. Therefore, the 
commenters requested that we revise 
§ 424.36(b)(6)(ii)(C)(2), which makes 
reference to ‘‘the hospital registration/ 
admission sheet’’, ‘‘the hospital log’’, or 
‘‘other internal hospital records,’’ and 
replace ‘‘hospital’’ with ‘‘facility.’’ 

Response: We agree with the 
commenter that there may be 
nonemergency transports where the 
beneficiary is being transported from or 
to skilled nursing facilities, hospitals 
and other permissible destinations. 
Thus, we are revising 
§ 424.36(b)(6)(ii)(C)(2) to replace 
‘‘hospital’’ with ‘‘hospital or other 
facility’’. 

Comment: One commenter requested 
that we clarify whether secondary forms 
of verification must be signed by a 
representative of the receiving facility. 
In response to a similar request for 
clarification in the CY 2008 PFS final 
rule (72 FR 66323) we stated that 
secondary forms of verification did 
require a signature; however, this 
requirement was not included in the 
text of § 424.36(b)(6)(ii)(C)(2), as 
finalized in the CY 2008 PFS final rule. 
The commenter also stated that 
hospitals are moving toward electronic 
recordkeeping, and urged us to clarify 
that secondary forms of documentation 
used to verify transport do not need to 
be signed by a representative of the 
facility, provided that the form of 
documentation obtained is an official 
facility record that clearly indicates the 
name of the patient, and the date and 
time the patient was received by or 
transported from that facility. 

Response: We acknowledge that, 
although the preamble language in the 
CY 2008 PFS final rule stated that all 
forms of secondary documentation used 
to verify transport need to be signed by 
a representative of the receiving facility, 
the regulation text at § 424.36(b)(6), as 
published in the 2008 CY PFS final rule, 
did not include this specific 
requirement. We are clarifying 
§ 424.36(b)(6)(ii)(C)(2)to provide that 
secondary forms of documentation used 
to verify transport do not need to be 
signed by a representative of the 

receiving facility if the form of 
documentation obtained is an official 
hospital or facility record, (such as the 
facility or hospital registration/ 
admissions sheet, patient medical 
record, facility or hospital log, or other 
facility or hospital record), and it 
documents the beneficiary’s name, date, 
and time the beneficiary was received 
by that facility. 

Comment: Several commenters 
objected to our proposal to clarify 
§ 424.36(a) to state that a provider or 
supplier must make ‘‘reasonable efforts 
to locate and obtain the beneficiary’s 
signature’’ before a provider or supplier 
could rely upon one of the exceptions 
set forth in § 424.36(b)(1) through (5). 

Response: We are not adopting our 
proposal because, having reexamined 
the issue, we believe that the current 
language in § 424.36(b)(5) provides 
adequate protection for the beneficiary 
and the Medicare program. Prior to, and 
during the course of, the CY 2008 PFS 
rulemaking, we were alerted to the fact 
that some ambulance providers and 
suppliers were signing the claim on 
behalf of the beneficiary simply because 
the beneficiary was not able to sign the 
claim at the time of transport. We 
clarified in the preamble to the CY 2008 
PFS final rule with comment period that 
signing the claim on behalf of the 
beneficiary simply because the 
beneficiary was not able to sign the 
claim at the time of transport was not 
proper and, further, that only providers 
(and not suppliers) are eligible to use 
the exception at § 424.36(b)(5). Our 
decision to make an exception to the 
requirement that reasonable efforts must 
be made to obtain the signature of the 
beneficiary, by creating a new exception 
at § 424.36(b)(6) in the CY 2008 PFS 
final rule with comment period for 
emergency ambulance transports, and in 
this final rule for nonemergency 
ambulance transports, and to allow the 
provider or supplier to sign the claim on 
behalf of the beneficiary at the time of 
the service, provided certain safeguards 
are met, was a deliberate departure from 
the general rule. However, because we 
amended § 424.36(b)(5) in the CY 2008 
PFS final rule with comment period to 
state that, before relying on that 
exception, providers must ‘‘mak[e] 
reasonable efforts to locate and obtain 
the signature of one of the individuals 
specified in paragraph (b)(1), (2), (3) or 
(4) of this section,’’ rather than to state 
that the provider must first make 
reasonable efforts to locate and obtain 
the signature of the beneficiary, we are 
concerned that we might create 
confusion or add an unneeded degree of 
complexity if we were to finalize our 
proposal to amend § 424.36(a) to state 
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that a provider or supplier must make 
reasonable efforts to locate and obtain 
the beneficiary’s signature before a 
provider or supplier could rely upon 
one of the exceptions set forth in 
§ 424.36(b)(1) through (5). By requiring 
providers and suppliers to not sign 
claims on behalf of the beneficiary 
under § 424.36(b)(5) without having first 
made reasonable efforts to procure the 
signature of the beneficiary or an 
authorized individual, we address our 
core concerns. It is true that, as clarified, 
our regulations allow providers and 
suppliers to procure the signature of an 
authorized individual in a situation 
where the beneficiary may be only 
temporarily unable to sign the claim, 
but, on balance, we believe it is 
preferable, for the sake of convenience, 
to give providers and suppliers some 
flexibility as to whether they obtain the 
signature of the beneficiary or that of an 
authorized individual. With respect to 
ambulance providers and suppliers, the 
matter of making reasonable efforts to 
locate and obtain the signature of the 
beneficiary or another authorized 
individual should largely be moot. 
Ambulance providers and suppliers 
should be able to rely on the exception 
at § 424.36(b)(6) to sign the claim in the 
case of both emergency and 
nonemergency transports, provided they 
meet the documentation requirements 
therein. To the extent that ambulance 
providers and suppliers do not wish to, 
or are unable to, comply with the 
documentation requirements of 
§ 424.36(b)(6), they may obtain the 
signature of an authorized individual 
specified at § 424.36(b)(1) through (b)(4) 
(including in the situation where one of 
the authorized individuals is available 
and willing to sign at the time of 
transport). Moreover, an ambulance 
provider (but not a supplier), may rely 
on the exception at § 424.36(b)(5) to, 
itself, sign the claim, after having made 
reasonable efforts (including over a 
reasonable period of time) to locate and 
obtain the signature of either the 
beneficiary or an authorized individual. 

Comment: Several commenters 
requested that we make the new 
exception in § 424.36(b)(6) for 
nonemergency transports retroactive to 
January 1, 2008. Commenters also asked 
us to clarify in this final rule and/or in 
guidance on the CMS Web site that we 
will not take any adverse action against 
an ambulance provider or supplier that 
made good faith (but unsuccessful) 
attempts to comply with the beneficiary 
signature requirement rules prior to 
January 1, 2009. The commenters stated 
that, despite multiple attempts to obtain 
the required signatures from the 

beneficiary or the beneficiary’s 
authorized representative, many 
ambulance providers and suppliers have 
been unsuccessful, and thus, they are 
holding claims for nonemergency 
transports. The commenters also 
asserted that ambulance providers and 
suppliers have experienced difficulty in 
obtaining signatures from facility 
representatives because of concerns that 
their signature would render the facility 
financially liable for the transport. 

Response: We are not making the new 
exception in § 424.36(b)(6) for 
nonemergency ambulance transports 
retroactive to January 1, 2008, and are 
not making an exception for good faith 
efforts to comply with the regulation as 
it existed prior to this final rule with 
comment period. There would be 
significant legal issues if we were to 
make the rule retroactive to January 1, 
2008 or to waive the requirements as 
they existed prior to this final rule. 
Moreover, apart from the legal 
constraints, we are not persuaded that 
either course of action is warranted. The 
CY 2008 PFS final rule did not create 
any new burden for ambulance 
providers and suppliers (and, to the 
contrary, made it easier for ambulance 
providers and suppliers to comply with 
the beneficiary signature requirement 
for emergency transports). It did, 
however, clarify our longstanding policy 
that providers and suppliers must make 
reasonable efforts to obtain the 
beneficiary’s signature before submitting 
the claim and that it was not sufficient 
for providers to submit the claim 
(utilizing the exception at § 424.36(b)(5)) 
simply because the beneficiary was able 
to sign the claim at the time of transport. 
We also clarified that only providers, 
and not suppliers, may utilize the 
exception at § 424.36(b)(5), consistent 
with the plain language of the 
exception. To the extent that, following 
the November 27, 2007 final rule, 
ambulance providers and suppliers have 
found it difficult to obtain the 
beneficiary’s signature for 
nonemergency transports (because they 
had not previously been following our 
rules), we have addressed their concerns 
in two ways. First, on July 24, 2008, we 
placed guidance on the CMS Web site 
at http://www.cms.hhs.gov/
AmbulanceFeeSchedule/downloads/
Guidance_On_Beneficiary_Signature_
Requirements_for_Ambulance_
Claims.pdf that reiterated our position 
that ambulance providers and suppliers 
may utilize the exception at 
§ 424.36(b)(4), which allows facilities to 
sign on behalf of the beneficiary, and 
explained that such facilities do not 
assume liability for payment of the 

services simply by signing on behalf of 
the beneficiary. Second, in this final 
rule we are finalizing our proposal to 
expand the exception in § 424.36(b)(6) 
to nonemergency transports. The new 
exception is effective for ‘‘claims’’ filed 
on or after January 1, 2009. Therefore, 
if claims have been held and are still 
within the timely filing limit, as 
specified in § 424.44, the claims may be 
submitted to Medicare for payment in 
accordance with the new exception. 

Comment: A commenter 
recommended that the existing language 
in § 424.36(b)(6)(ii)(A) be modified to 
state that, in the case of an emergency 
transport, the general crew signature on 
an emergency ambulance incident 
report is sufficient to meet the 
requirements of § 424.36(b) and that a 
separate crew signature is not required. 
The commenter suggested, as an 
alternative, that if we determine that the 
signature of an ambulance employee 
present during the transport is 
necessary, it should be sufficient if the 
employee signature on the incident 
report is obtained ‘‘after the fact,’’ rather 
than contemporaneous with the 
transport. The commenter stated that it 
is necessary that we allow signatures 
obtained after the transport because the 
ambulance crew’s primary concern is 
taking care of the patient, not doing 
paperwork, such as a signed incident 
report. 

Response: We are not persuaded to 
modify the requirement in 
§ 424.36(b)(6)(ii)(A) to state that the 
general crew signature on an incident 
report is sufficient and that a separate 
crew signature is not required. We 
believe that the commenter’s suggestion 
that any member of the general crew be 
permitted to sign the incident report as 
evidence that the service was rendered 
as billed would not satisfy our integrity 
concerns, because the general crew 
member would have no direct 
knowledge regarding the transport 
services. It is also our understanding 
that the ambulance crew completes a 
trip report that describes the condition 
of the beneficiary, treatment, origin/ 
destination, etc. Therefore, we believe it 
would be a minimal burden upon the 
ambulance crew signing the incident or 
trip report to prepare a statement 
detailing why the beneficiary is unable 
to sign a claim form at the time of 
transport. We also emphasize that 
§ 424.36(b)(6)(ii)(A) requires that a 
contemporaneous statement signed by 
an ambulance employee present during 
the trip be obtained. A 
contemporaneous statement, rather than 
one obtained after the fact, is necessary 
to meet our integrity concerns, that is, 
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to verify that the trip took place as 
claimed on the bill. 

Comment: Several commenters 
suggested that we eliminate the terms 
‘‘emergency and nonemergency 
ambulance transport services’’ in 
§ 424.36(b)(6) and replace those words 
with ‘‘ambulance services.’’ 

Response: We are not persuaded to 
revise § 424.36(b)(6) in the manner 
suggested by the commenters. Although 
readers familiar with the Federal 
Register publications of the CY 2008 
PFS final rule and the CY 2009 PFS 
final rule would realize that ‘‘ambulance 
services’’ would refer to both emergency 
and nonemergency transports, we wish 
the regulation text that will appear in 
the CFR to be clear on its own, 
particularly to readers who may be 
accessing the regulation years from now. 
Therefore, we believe it is preferable to 
retain the proposed language 
‘‘emergency and nonemergency 
ambulance transport services’’ so as to 
leave no doubt that both emergency and 
nonemergency transports are covered by 
the exception in § 424.36(b)(6). 

4. Solicitation of Comments and Data 
Pertaining to Physician Organ Retrieval 
Services 

Since 1987, we have limited the 
amount an Organ Procurement 
Organization (OPO) may reimburse a 
physician for cadaveric kidney donor 
retrieval services. Chapter 27 of the 
Provider Reimbursement Manual (CMS– 
Pub. 15–1) limits the payment to a 
physician for cadaveric kidney retrieval 
to $1,250 per donor (one or two 
kidneys). Although the payments made 
to physicians for organ retrieval services 
associated with other types of organ 
transplants have increased, kidney 
retrieval rates have remained at $1,250. 
We have received several requests to 
change the amount we pay for kidney 
retrievals. To date, we do not have data 
upon which to base a change in 
payment. 

In order to determine fair and 
reasonable payment for cadaveric organ 
retrieval services, we solicited public 
comments and data that are reflective of 
organ retrieval service costs. We did not 
limit our solicitation to costs associated 
with kidney retrieval services, but rather 
stated that we are interested in receiving 
comments and data pertaining to 
retrieval services for all types of organs. 
We indicated that we may use this 
information to determine the extent to 
which a recalculation of the payment for 
cadaveric organ retrieval services 
furnished by a physician is warranted 
and to inform any future rulemaking on 
this subject. Any future rulemaking 

would provide for notice and public 
comment. 

We received four timely public 
comments in response to our request for 
information and data for use in updating 
the organ retrieval physician payment 
amount included in organ acquisition 
costs. The following is a summary of the 
comments we received and our 
responses. 

Comment: The commenters believed 
that the kidney retrieval rate of $1,250 
per donor is insufficient and three of the 
commenters recommended that we 
increase that limit by either the 
Consumer Price Index for all urban 
consumers (CPI–U) or the Medicare 
Economic Index. Two commenters 
stated that little or no data on actual 
organ retrieval services exists, and that 
any rulemaking without such data 
would be inappropriate. The 
commenters stated that due to the 
extreme variability associated with 
these services, they had serious 
concerns as to the feasibility of 
establishing an accurate cost or payment 
for organ retrieval using an approach 
like that employed by the AMA’s 
Relative Value Scale Update Committee 
(RUC). According to the commenters, 
there are specific factors impacting the 
cost of organ retrieval including donor 
evaluation, travel and wait time, dry 
runs and other risks and costs. These 
factors contribute to the great variability 
in measuring the time and expense 
associated with organ retrieval services. 
These commenters offered to assist us in 
establishing a process to collect data for 
the purpose of updating the organ 
retrieval rates. One commenter stated 
that the retrieval rate should be paid per 
kidney and not per donor. 

Response: We thank the commenters 
who responded to our solicitation of 
comments and appreciate the offer that 
some made to be involved in future 
efforts to design a revised payment 
method. We are not inclined to propose 
that the base organ retrieval rate for 
kidneys and other organs simply be 
increased by an indexed amount (such 
as the CPI–U) because we believe the 
base payment amounts for retrieval of 
the various organs may need to be 
updated. Therefore, we are again 
soliciting information from the 
transplant community. Specifically we 
would like to obtain information on the 
physician effort and resources required 
to procure an organ. These resources 
include surgical time, dry runs (number 
and percentage of retrievals in which an 
organ is not recovered), travel and wait 
times, as well as the incremental time 
required for extended criteria donors 
and donors after cardiac death. 
Additionally, because currently we limit 

kidney retrieval physician 
reimbursement to $1,250 per donor, we 
would need resource information to 
determine the difference in procuring 
one kidney or a pair of kidneys from a 
single donor in order to determine a 
payment on a per kidney basis as 
suggested by a commenter. 

5. Revision to the ‘‘Appeals of CMS or 
CMS Contractor Determinations When a 
Provider or Supplier Fails To Meet the 
Requirements for Medicare Billing 
Privileges’’ Final Rule 

In the June 27, 2008 Federal Register, 
we published the ‘‘Appeals of CMS or 
CMS contractor Determinations When a 
Provider or Supplier Fails to Meet the 
Requirements for Medicare Billing 
Privileges’’ final rule. In § 405.874(b)(2), 
we stated, ‘‘The revocation of a 
provider’s or supplier’s billing 
privileges is effective 30 days after CMS 
or the CMS contractor mails notice of its 
determination to the provider or 
supplier. A revocation based on Federal 
exclusion or debarment is effective with 
the date of the exclusion or debarment.’’ 

During the 30 days after CMS or our 
contractor mails a revocation notice to 
a provider or supplier, the provider or 
supplier is afforded the opportunity to 
submit a corrective action plan. A 
corrective action plan gives a provider 
or supplier an opportunity to provide 
evidence that demonstrates that the 
provider or supplier is in compliance 
with Medicare requirements. Moreover, 
a provider or supplier can use a 
corrective action plan to correct the 
deficiency without filing an appeal 
under 42 CFR part 498, and remain in 
the Medicare program when the 
provider demonstrates that the provider 
or supplier is in compliance with 
Medicare requirements and the 
Medicare contractor accepts the 
corrective action plan. In those 
situations where a provider or supplier 
submits an acceptable corrective action 
plan, the provider or supplier maintains 
their billing privileges and the 
revocation determination is not 
implemented. 

We maintain that providers or 
suppliers are able to provide sufficient 
evidence through a corrective action 
plan that demonstrates that they are in 
compliance with Medicare requirements 
when CMS or our contractor imposes a 
revocation based on certain types of 
adverse actions such as a Federal 
exclusion or debarment. Accordingly, 
consistent with revoking billing 
privileges with the date of exclusion or 
debarment, we believe that similarly 
situated revocations such as felony 
convictions and license suspension or 
revocation do not lend themselves to a 
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corrective action plan and that the 
revocation should be effective with the 
date of the felony conviction or the 
license suspension or revocation. 
Moreover, we maintain that when CMS 
or our contractor determines that a 
provider or supplier, including a 
DMEPOS supplier, is no longer 
operating at the practice location 
provided to Medicare on a paper or 
electronic Medicare enrollment 
application that the revocation should 
be effective with the date that CMS or 
our contractor determines that the 
provider or supplier is no longer 
operating at the practice location. 

Further, while we do not believe that 
revocations based on felony convictions, 
license suspension or revocation, or a 
revocation based on a provider or a 
supplier no longer being operational at 
a specific practice location, lend 
themselves to a corrective action plan, 
we believe that these providers and 
suppliers should be afforded appeal 
rights in 42 CFR part 498. We believe 
that the appeals process will permit a 
provider or supplier who believes that 
CMS or our contractor has made an 
incorrect decision regarding revocation 
based on Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or when we 
have determined that the provider or 
supplier is no longer operating at the 
practice location the opportunity to 
have CMS or our contractor reconsider 
its initial revocation determination. 

Accordingly, we proposed to revise 
§ 405.874(b)(2) from, ‘‘ The revocation of 
provider’s or supplier’s billing 
privileges is effective 30 days after CMS 
or the CMS contractor mails notice of its 
determination to the provider or 
supplier. A revocation based on Federal 
exclusion or debarment is effective with 
the date of the exclusion or debarment.’’ 
to ‘‘The revocation of a provider’s or 
supplier’s billing privileges is effective 
30 days after CMS or the CMS 
contractor mails notice of its 
determination to the provider or 
supplier, except if the revocation is 
based on Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational. When 
a revocation is based on an exclusion or 
debarment Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational, the 
revocation is effective with the date of 
exclusion or debarment, felony 
conviction, license suspension or 
revocation or the date that CMS or its 

contractor determined that the provider 
or supplier was no longer operational.’’ 

In addition, to ensure consistency, we 
proposed to revise § 424.535(f) 
(redesignated as § 424.535(g)) from, 
‘‘Revocation becomes effective within 
30 days of the initial revocation 
notification.’’ to ‘‘Revocation becomes 
effective 30 days after CMS or the CMS 
contractor mails notice of its 
determination to the provider or 
supplier, except if the revocation is 
based on Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational. When 
a revocation is based on a Federal 
exclusion or debarment, felony 
conviction, license suspension or 
revocation, or the practice location is 
determined by CMS or its contractor not 
to be operational, the revocation is 
effective with the date of exclusion or 
debarment, felony conviction, license 
suspension or revocation or the date 
that CMS or its contractor determined 
that the provider or supplier was no 
longer operational.’’ 

We believe that these changes will 
ensure that providers and suppliers are 
afforded due process rights under 42 
CFR part 498, but also ensure that 
Medicare is not making or continuing to 
make payments to providers and 
suppliers who are no longer eligible to 
receive payments. 

We solicited comments on whether 
we should establish an expedited 
reconsideration process for providers 
and suppliers for when we issue a 
revocation for the following reasons: (1) 
Federal debarment or exclusion, (2) 
felony conviction, (3) license 
suspension or revocation, or (4) when 
CMS or our contractor determines that 
the provider is not operational at the 
practice location provided to Medicare 
and the provider or supplier furnishes 
sufficient evidence to demonstrate that 
CMS or our contractor made a factual 
error when issuing the initial revocation 
determination. 

In addition, we solicited comments on 
whether CMS or our contractors should 
consider processing expedited 
reconsiderations within a specified time 
period such as 30 days of the date the 
provider or supplier furnishes sufficient 
evidence to make a reconsideration 
determination. 

The following is a summary of the 
comments we received and our 
responses. 

Comment: Several commenters 
recommended that we withdraw our 
proposed changes to the appeals 
process. 

Response: We disagree with these 
commenters because we continue to 
believe that we should not make further 
payments to physicians and NPPs who 
have had their State medical license 
suspended or revoked, were convicted 
of a felony as described in 
§ 424.535(a)(3), were excluded or 
debarred from participating in a Federal 
program, or were determined by CMS or 
its contractor not to be operational. 

Comment: One commenter urged 
CMS to require contractors to send 
revocation notices in an effective 
manner that would establish a date of 
receipt and the recipient. 

Response: While this comment is 
outside the scope of the proposed rule, 
Medicare contractors are instructed to 
mail revocation notices to the 
correspondence address of the provider. 

Comment: One commenter 
recommended that we create an 
expedited reconsideration process of not 
more than 30 days in cases where 
revocation is based on CMS/contractor 
error. 

Response: While we have considered 
establishing an expedited 
reconsideration process for those cases 
in which Medicare revoked billing 
privileges due to a Federal exclusion or 
debarment, a felony conviction as 
described in § 424.535(a)(3), a State 
license suspension or revocation, or the 
practice location is determined by CMS 
or our contractor not to be operational, 
we do not believe that an expedited 
reconsideration process is warranted. 

Comment: One commenter stated that 
our proposal to make revocation 
effective with limited notice and appeal 
rights in certain situations is a violation 
of due process. 

Response: While we agree that 
physicians, NPPs and physician and 
NPP organizations will receive limited 
notice when CMS or our contractor 
revokes Medicare billing privileges due 
to State licensure suspension/ 
revocation, Federal debarment or 
exclusion, felony convictions as 
described in § 424.535(a)(3), or when a 
practice location is found to no longer 
to be in operation, we disagree with this 
commenter’s statement that we are 
violating due process rights. Physicians, 
NPPs, and physician and NPP 
organizations are afforded identical 
appeal rights as any other provider or 
supplier whose Medicare billing 
privileges were revoked. 

Comment: One commenter stated that 
retroactive revocation creates a situation 
where Medicare denies payment for 
services physicians have furnished in 
good faith reduces the time available for 
appeal and then locks the physician out 
of Medicare for at least a year. 
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1 CMS Office of the Actuary. 

2 Assessing Alternatives to the Sustainable 
Growth Rate System. Medicare Payment Advisory 
Commission Report to Congress. March 2007. 
http://www.medpac.gov/documents/ 
Mar07_SGR_mandated_report.pdf. 

3 Medicare Payment Policy. Medicare Payment 
Advisory Commission Report to Congress. March 
2005. Chapter 3. http://www.medpac.gov/ 
documents/Mar05_EntireReport.pdf. 

Response: We disagree with this 
commenter. Whenever a physician or 
NPP’s State medical license is 
suspended or revoked, is convicted of 
felony as described in § 424.535(a)(3), 
excluded or debarred from participating 
the Federal exclusion or debarment, or 
is determined by CMS or our contractor 
not to be operational, we believe that 
the payments to these practitioners 
should immediately cease. 

Comment: One commenter suggested, 
at the very least, current rights of appeal 
should be preserved for all proposed 
denials and we should actively research 
the performance of its contractors in 
auditing clinicians who make ‘‘all or 
substantially all of their clinical 
encounters in the patient’s home,’’ and 
give provider feedback a defined role in 
the evaluation and subsequent award of 
contracts to intermediaries. 

Response: This comment is outside 
the scope of this proposed rule and can 
not be addressed in this final rule. 

After reviewing public comments, we 
are finalizing § 405.874(b)(2) to state 
‘‘The revocation of a provider’s or 
supplier’s billing privileges is effective 
30 days after CMS or the CMS 
contractor mails notice of its 
determination to the provider or 
supplier, except if the revocation is 
based on Federal exclusion or 
debarment, felony conviction as 
described in § 424.535(a)(3), license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational. When 
a revocation is based on a Federal 
exclusion or debarment, felony 
conviction, license suspension or 
revocation, or the practice location is 
determined by CMS or its contractor not 
to be operational, the revocation is 
effective with the date of exclusion or 
debarment, felony conviction, license 
suspension or revocation or the date 
that CMS or its contractor determined 
that the provider or supplier was no 
longer operational.’’ We are also 
finalizing § 424.535(f) (redesignated as 
§ 424.535(g)) to state ‘‘Revocation 
becomes effective 30 days after CMS or 
the CMS contractor mails notice of its 
determination to the provider or 
supplier, except if the revocation is 
based on Federal exclusion or 
debarment, felony conviction, license 
suspension or revocations, or if the 
practice location is determined by CMS 
or its contractor not to be operational. 
When a revocation is based on a Federal 
exclusion or debarment, felony 
conviction, license suspension or 
revocation, or the practice location is 
determined by CMS or its contractor not 
to be operational, the revocation is 
effective with the date of exclusion or 

debarment, felony conviction, license 
suspension or revocation or the date 
that CMS or its contractor determined 
that the provider or supplier was no 
longer operational.’’ 

We believe that these changes will 
ensure that providers and suppliers are 
afforded due process rights under 42 
CFR part 498, but also ensure that 
Medicare is not making or continuing to 
make payments to providers and 
suppliers who are no longer eligible to 
receive payments. 

We continue to believe that 
revocations such as felony convictions 
and license suspensions or revocations 
are determinations that do not lend 
themselves to a corrective action plan 
and that the revocation should be 
effective with the date of the felony 
conviction or the license suspension or 
revocation action. Moreover, we 
maintain that when CMS or our 
contractor determines that a provider or 
supplier, including a DMEPOS supplier, 
is no longer operating at the practice 
location provided to Medicare on a 
paper or electronic Medicare enrollment 
application that the revocation should 
be effective with the date that CMS or 
our contractor determines that the 
provider or supplier is no longer 
operating at the practice location. 

Further, while we do not believe that 
revocations based on felony convictions, 
license suspension or revocations, or a 
revocation based on a provider or a 
supplier no longer being operational at 
a specific practice location, lend 
themselves to a corrective action plan, 
we believe that these providers and 
suppliers should be afforded appeal 
rights in 42 CFR part 498. We believe 
that the appeals process will permit a 
provider or supplier who believes that 
CMS or our contractor has made an 
incorrect decision regarding revocation 
based on Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or when we 
have determined that the provider or 
supplier is no longer operating at the 
practice location the opportunity to 
have CMS or our contractor reconsider 
its initial revocation determination 
except for those revocation 
determinations imposed under 
§ 424.535(a)(2), (a)(3), and (a)(5). 

6. Physician Resource Use Feedback 
Program 

a. General Background 

CMS’ Office of the Actuary estimates 
that the Medicare PFS allowed charges 
have grown approximately 55 percent 
from 2000 to 2007.1 The Medicare 

Payment Advisory Commission 
(MedPAC) reports that since 2000, total 
Medicare spending for physicians’ 
services has climbed more than 9 
percent per year.2 In addition to these 
rapid increases in cost, the Dartmouth 
Atlas (http://www.dartmouthatlas.org/) 
shows that there is significant 
geographic variation in the amount of 
services Medicare beneficiaries receive, 
with little or no relationship to 
outcomes.2 We are implementing value- 
based purchasing (VBP) initiatives in 
response to these concerning trends. 
VBP ties payment to performance 
through the use of incentives based on 
measures of quality and cost of care. 
The implementation of VBP will 
transform CMS from a passive payer of 
claims to an active purchaser of higher 
quality, more efficient health care for 
Medicare beneficiaries. Our VBP 
initiatives include hospital pay for 
reporting (the Reporting Hospital 
Quality Data for the Annual Payment 
Update program), physician pay for 
reporting (the Physician Quality 
Reporting Initiative), home health pay 
for reporting, the Hospital VBP Plan 
Report to Congress, and various VBP 
demonstration programs across payment 
settings, including the Premier Hospital 
Quality Incentive Demonstration and 
the Physician Group Practice 
Demonstration. 

In its March 2005 Report to Congress, 
MedPAC recommended that CMS use 
Medicare claims data to measure 
physicians’ resource use and share the 
results confidentially with physicians to 
educate them about how their resource 
use compares with aggregated peer 
performance. MedPAC envisioned that 
resource use measurement and feedback 
could encourage physicians to reduce 
the volume and intensity of the services 
they provide without sacrificing quality 
of care, thereby improving efficiency.3 

In response to this MedPAC 
recommendation, we launched a study 
to develop resource use reports (RURs), 
in early 2006, with an initial focus on 
high cost imaging services. In Stage I of 
this study, we developed RURs for 
physician referral and utilization 
patterns for echocardiograms, along 
with a concentration on 
echocardiograms for patients with 
congestive heart failure. We worked 
with two healthcare systems in 
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4 Increasing the Value of Medicare. Medicare 
Payment Advisory Commission Report to Congress. 
June 2006. Chapter 1. http://www.medpac.gov/ 
documents/Jun06_EntireReport.pdf. 

5 Ingenix Product Sheet. http://www.ingenix.com/ 
content/attachments/ETG_ProductSheet.pdf. 

6 Thomson Product Sheet. http:// 
home.thomsonhealthcare.com/uploadedFiles/docs/ 
MEG_HP_TH10002.pdf. 

7 Focus on Physician Practice Patterns Can Lead 
to Greater Program Efficiency. April 2007. http:// 
www.gao.gov/new.items/d07307.pdf. 

Madison, WI and Cleveland, OH to 
recruit physicians for the study. We 
used Medicare fee-for-service (FFS) 
claims data for the recruited physicians 
to populate RURs. Based on the 
feedback received during stage I, we 
redesigned the RURs (stage II) and 
focused on magnetic resonance imaging 
and computerized tomography imaging. 
For stage II, the RURs were modified to 
incorporate clinical guidelines into the 
reports. The construct of the RURs 
included in stages I and II of the study 
is similar to the RURs that are 
described, in detail, in section 6.c. of 
this final rule. 

Building on its March 2005 
recommendation, MedPAC 
subsequently released an additional 
report on the topic of measuring 
physician resource use. In its June 2006 
Report to Congress, MedPAC focused on 
commercial episode grouper products. 
In that report, MedPAC addressed such 
issues as: risk adjustment, attribution 
(assignment) of cost per episode to 
individual physicians, and variation in 
resource use across geographic areas. 
MedPAC tested two commercially 
available episode grouper products, 
Episode Treatment Groups (ETGs) and 
Medical Episode Groups (MEGs), using 
Medicare fee-for-service claims data.4 
The ETG product is owned by Ingenix 
and ‘‘identifies and classifies an entire 
episode of care regardless of whether 
the patient has received medical 
treatment as an outpatient, inpatient, or 
both.’’ 5 The MEG product is owned by 
Thomson and ‘‘groups inpatient, 
outpatient, and pharmaceutical claims 
into clinically homogenous units of 
analysis called episodes that describe a 
patient’s complete course of care for a 
single illness or condition.’’ 6 

In 2006, we awarded a contract to 
Acumen LLC, to explore how the ETGs 
and MEGs handle Medicare FFS claims 
data. In addition to Acumen’s technical 
episode grouper analysis, we are also 
pursuing a contract with Kennell, LLC 
to analyze selected claims grouping 
algorithms within each of these 
commercial episode grouper products. 
Both of these research contracts are 
currently underway. 

The Government Accountability 
Office (GAO) has also addressed 
physician resource use. In their April 
2007 report, GAO compared the 

resource use of physician practices with 
that of their peers and specifically 
focused on outliers. In their report, GAO 
recommended that CMS develop a 
system to identify physicians with 
inefficient practice patterns and provide 
confidential feedback to improve 
efficiency.7 

A number of other entities have also 
been developing approaches to 
measuring and reporting on physician 
resource use, including the National 
Quality Forum, the National Committee 
for Quality Assurance, the Quality 
Alliance Steering Committee, and the 
AQA-Alliance. 

b. Statutory Authority 
Section 131(c) of the MIPPA amends 

section 1848 of the Act by adding 
subsection (n), which requires the 
Secretary to establish and implement by 
January 1, 2009, a Physician Feedback 
Program using Medicare claims data and 
other data to provide confidential 
feedback reports to physicians (and as 
determined appropriate by the 
Secretary, to groups of physicians) that 
measure the resources involved in 
furnishing care to Medicare 
beneficiaries. If determined appropriate 
by the Secretary, the Secretary may also 
include information on quality of care 
furnished to Medicare beneficiaries by 
the physician (or group of physicians) in 
the reports. We have titled this initiative 
the physician resource use feedback 
program. 

Under section 1848(n)(1)(B) of the 
Act, resource use may be measured on 
an: (i) Episode basis, (ii) per capita 
basis, or (iii) on both an episode and a 
per capita basis. In addition, to the 
extent practicable, data for reports shall 
be based on the most recent data 
available. Section 1848(n)(4) authorizes 
the Secretary to focus the application of 
the program as appropriate, such as 
focusing the program on: (1) Physician 
specialties that account for a certain 
percentage of all spending for 
physicians’ services; (2) physicians who 
treat conditions that have a high cost, of 
a high volume, or both; (3) physicians 
who use a high amount of resources 
compared to other physicians; 
(4) physicians practicing in certain 
geographic areas; or (5) physicians who 
treat a minimum number of individuals. 
In addition, section 1848(n)(5) 
authorizes the Secretary to exclude 
certain information regarding a service 
from a report with respect to a physician 
(or group of physicians) if the Secretary 
determines that there is insufficient 

information relating to that service to 
provide a valid report on that service. 
Finally, under section 1848(n)(6), to the 
extent practicable, the Secretary shall 
make appropriate adjustments to the 
data used to prepare RURs, such as 
adjustments to take into account 
variations in health status and other 
patient characteristics. 

c. Implementation of Section 
1848(n)(1)(B) 

In April 2008, we awarded a contract 
to Mathematica Policy Research to assist 
in the development of physician 
resource use measures and confidential 
feedback reports. The purposes of the 
contract were to: (1) Develop 
meaningful, actionable, and fair 
measures of resource use for physician 
practices with the ultimate goal of using 
the measures in CMS’ VBP initiatives; 
and (2) provide feedback and education 
to encourage more efficient provision of 
services. The Mathematica contract 
contains the following tasks: 
(1) Development of resource use 
measures based on both an episode of 
care (ETG & MEG) and per capita 
analysis; (2) risk adjustment of Medicare 
FFS claims data for patient severity of 
illness; (3) development of 
methodologies to attribute both episodes 
and total cost of care for a beneficiary 
to individual physicians and multiple 
physicians; (4) development of 
benchmarks for peer comparison; (5) 
populate RURs with Medicare FFS data 
for several medical specialties; (6) 
recruit physicians to confidentially 
share the feedback reports; and (7) 
submit all documentation and 
production programming logic to allow 
for a possible national dissemination of 
RURs to physicians. The work 
performed and derived from this 
contract is the basis for establishing the 
program required under section 1848(n) 
of the Act, which we will refer to as the 
‘‘Physician Resource Use Feedback 
Program.’’ 

The Physician Resource Use Feedback 
Program will consist of multiple phases. 
Under this approach, each phase of the 
program will inform future phases of the 
Program. The tasks listed above 
comprise phase I of the feedback 
program. To date, CMS has 
disseminated RURs in two program 
sites: Baltimore, MD (August 2008) and 
Boston, MA (September 2008). 
Baltimore was selected as a program site 
due to its close proximity to the CMS 
central office and Boston was selected 
as a program site due to its high per 
capita Medicare costs and utilization 
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8 Dartmouth Atlas of Healthcare. 2005 Medicare 
reimbursement figures derived from Hospital 
Service Area (HSA). 

rates.8 We refer readers to a detailed 
discussion of the Baltimore and Boston 
program sites below. Any additional 
Phase I activities completed for the 
Physician Resource Use Feedback 
Program will be similar to activities 
completed in Baltimore and Boston, 
including the same methodologies for: 
(1) Choosing additional program sites, 
(2) recruitment of physicians, and (3) 
construction of RURs. We are 
implementing Phase I of the Physician 
Resource Use Feedback Program on an 
interim final basis with comment period 
and it is CMS’ intent to propose 
subsequent phases of the program 
through rulemaking. 

As indicated above, section 
1848(n)(1)(B) of the Act requires that the 
physician resource feedback program 
address resources measured on: (1) An 
episode basis; (2) a per capita basis; or 
(3) both an episode and a per capita 
basis. The RURs used in the Baltimore 
program site used a per capita analysis 
for measuring cost of care and the RURs 
used in the Boston program site used 
both a per capita and an episode of care 
analysis for measuring cost of care. 
Accordingly, we are implementing this 
approach to resource measurement on 
an interim final basis and solicit 
comments on this approach, as well as 
the following additional questions: 

• Are per capita resource use 
measures meaningful and actionable? 

• Are episode-based resource use 
measures meaningful and actionable? 

• Are composite measures of resource 
use that combine episodes of care 
valuable? 

We also provided the Baltimore and 
Boston physicians with a cost of service 
category breakdown (for example, 
imaging services, inpatient admissions, 
or outpatient services) for both the per 
capita and episode of care analyses. We 
are finalizing this approach and 
welcome public comment on including 
cost of service categories to capture 
Medicare FFS claims data, as well as 
other ways to capture data in the 
Physician Resource Use Feedback 
Program. In particular, we are soliciting 
comment on the following: 

• What cost of service categories are 
most meaningful and actionable? 

Section 1848(n)(3) of the Act, requires 
that, to the extent practicable, the data 
for the reports shall be based on the 
most recent data available. In Phase I of 
the Physician Resource Use Feedback 
Program, we are using Medicare FFS 
claims data from 2004–2007, which is 
currently the most recent data available. 

The per capita analysis used in both 
Baltimore and Boston included 
Medicare FFS claims data for calendar 
year 2005. The episode of care analysis 
used in Boston included Medicare FFS 
claims data for calendar years 2004– 
2006. Typically, when an episode of 
care analysis is used, one calendar year 
of data is used as a focal year (in this 
case 2005) and the prior year (2004) and 
following year (2006) are also included 
to ensure the episode captures any 
services that may occur just outside of 
a calendar year. We are implementing 
and soliciting comment on this 
approach to data for Phase I, as well as 
seeking comments on the following: 

• How many years of data should be 
included for a per capita analysis? 

• How many years of data should be 
included for an episode of care analysis? 

As explained above, under section 
1848(n)(4) of the Act, the Secretary may 
focus the application of the program as 
appropriate, including focusing on 
physicians who treat conditions that are 
high cost, a high volume, or both. CMS 
has identified several priority 
conditions that are high cost, high 
volume, or both through an analysis of 
Medicare FFS claims data. The reports 
disseminated in the Baltimore and 
Boston program sites included the 
following conditions: (i) congestive 
heart failure; (ii) chronic obstructive 
pulmonary disorder; (iii) prostate 
cancer; (iv) cholecystitis; (v) coronary 
artery disease with acute myocardial 
infarction flare-up; (vi) hip fracture; (vii) 
community-acquired pneumonia; and 
(viii) urinary tract infections. 

Under section 1848(n)(4) of the Act, 
we also are permitted to focus the 
application as appropriate on physician 
specialties that account for a certain 
percentage of all spending for 
physicians’ services. Based upon the 
high cost and high volume conditions 
selected above, CMS identified the 
several medical specialties as being the 
most relevant specialties for treating 
those conditions. The RURs 
disseminated in the Baltimore and 
Boston program sites included the 
following physician specialties: internal 
medicine, cardiology, gastroenterology, 
general practice, orthopedic surgery, 
medical oncology, urology, 
pulmonology, family practice, and 
primary care. We are implementing the 
focus of Phase I of the Program on the 
above conditions and medical 
specialties on an interim final basis and 
we welcome public comments on the 
selected conditions and medical 
specialties, as well as any additional 
conditions and medical specialties to 
include in the feedback program. 

To select physicians, CMS recruited 
participants for the Baltimore and 
Boston program sites based on self- 
designated medical specialty. Both the 
Baltimore and Boston sites included 
physicians from all of the medical 
specialties listed above. Once 
physicians agreed to participate in the 
Baltimore and Boston program sessions, 
CMS used Medicare physician 
identifiers to find Medicare FFS claims 
data to populate individual physician 
RURs for the participating physicians. 
Approximately 50 physicians 
participated in a 60-minute individual 
in-depth session with one interviewer 
that covered approximately 4 different 
RUR designs. Each one-on-one 
physician/interviewer session educated 
the physician on his/her individual 
Medicare FFS resource utilization. In 
the cases where Medicare FFS data was 
available, a de-identified report of real 
data was used for educational purposes. 
The RURs contained all of the elements 
discussed throughout section 6.c of this 
final rule. In particular, we are soliciting 
public comments on the following: 

• Do physicians prefer paper or 
electronic feedback reports? 

• How do physicians prefer to 
provide comments on or ask questions 
about the RURs? 

• What other types of the outreach/ 
educational efforts are useful in helping 
physicians understand resource use? 

As mentioned previously, section 
1848(n)(4) of the Act permits us to focus 
the program as appropriate, such as 
focusing the program on physicians 
practicing in certain geographic areas. 
The RURs disseminated in Baltimore 
included a geographic benchmark for all 
physicians treating one condition (listed 
above) in the Baltimore-Washington, DC 
metro area, as defined by zip codes. The 
Baltimore program site also used 
hospital service area (HSA) as a 
geographic benchmark. The HSA was 
based upon all hospitals in the 
Baltimore-Washington, DC metro area 
that physicians typically refer 
beneficiaries to for a particular 
condition. The Boston program site also 
used the HSA benchmark and used the 
state of Massachusetts as a benchmark. 
We welcome public comment on the 
selected geographic benchmarks 
implemented for those areas, as well as 
any additional geographic benchmarks 
that could be included in the Physician 
Resource Use Feedback Program. 

Section 1848(n)(4) of the Act also 
permits us to focus the program as 
appropriate, such as on physicians who 
use a high amount of resources 
compared to other physicians. The 
RURs disseminated in Baltimore and 
Boston contained distribution curves 
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that defined peer groups of physicians 
for one condition using the specialty 
and geographic benchmarks mentioned 
above. Within each peer group, a 
physician was identified as a high cost 
outlier if he/she fell within the 90th 
percentile of cost or higher. In addition, 
to including a high cost benchmark, the 
Baltimore and Boston RURs included a 
low cost (10th percentile) benchmark 
and a median cost (50th percentile) 
benchmark. We are implementing this 
approach and welcome public comment 
on the cost benchmarks, as well as any 
additional cost benchmarks that could 
be included in the program. Further, we 
are soliciting public comment on which 
benchmarks (specialty, geography, and 
cost) are most likely to motivate changes 
in resource use. 

In order to identify a high cost outlier, 
attribution of cost must be assigned to 
a physician. In the Baltimore and 
Boston program sessions, CMS provided 
RURs that contained several different 
methodologies for attribution or 
assignment of costs to physicians. The 
following five attribution rules were 
included: (i) Physician billing the most 
Evaluation and Management (E&M) 
visits and billing for at least 10 percent 
of the total cost for a beneficiary or an 
episode of care; (ii) physician billing the 
most established E&M visits (chronic 
conditions only); (iii) assign all cost to 
each physician billing for any E&M or 
procedure; (iv) assign cost to each 
physician in proportion to billed visits; 
and (v) assign cost to the physician 
billing the first E&M visit (acute 
episodes only). In our continued 
distribution of RURs through phase I, 
we will continue to update and refine 
our attribution rules. We are soliciting 
comments on this approach and the 
following: 

• What criteria should be taken into 
account to ensure equity when 
considering attribution rules? 

Finally, although the statute 
authorizes the Secretary to focus the 
application of the program as 
appropriate, on physicians who treat a 
minimum number of individuals and 
authorizes us to provide feedback to 
groups of physicians, as determined 
appropriate by the Secretary, we did not 
exercise these optional provisions in the 
Baltimore and Boston program sites and 
are not finalizing these in Phase I of the 
program. In addition, section 1848(n)(6) 
of the Act also requires that 
adjustments, to the extent practicable, 
take into account variations in health 
status and other patient characteristics. 
This type of adjustment was not 
practicable due to the complexity of risk 
adjustment tasks, coupled with the short 
implementation time from passage of 

MIPPA legislation to the start date of the 
Baltimore and Boston program sites. We 
welcome public comment on factors to 
consider for establishing minimum 
thresholds, risk adjustment 
methodologies, and measuring group 
practice level resource use. 

III. Medicare Improvements for 
Patients and Providers Act of 2008 
(MIPPA) Provisions 

The following section addresses 
certain provisions of the Medicare 
Improvements for Patients and 
Providers Act of 2008 (MIPPA) (Pub. L. 
110–275). Except as noted otherwise 
within this final rule with comment 
period, we consider these provisions to 
be self-implementing. We are revising 
our policies and regulations as 
described below in order to conform 
then to the statutory amendments. 

A. Section 101: Improvements to 
Coverage of Preventive Services 

1. Improvements to Coverage of 
Preventive Services 

Over the past 25 years, the Congress 
has added specific preventive and 
screening services to the voluntary Part 
B program. Most of the preventive or 
screening services that are already 
covered under Medicare are described 
in 42 CFR part 410, subpart B, and also 
as exceptions to statutory exclusions in 
§ 411.15. These preventive and 
screening services include the 
following: 

• Pneumococcal, influenza, and 
hepatitis B vaccinations (§ 410.57 and 
§ 410.63); 

• Pap smear (section 1861(nn) of the 
Act); 

• Screening mammography 
(§ 410.34); 

• Colorectal cancer screening tests 
(§ 410.37); 

• Screening pelvic exams (§ 410.56); 
• Prostate cancer screening tests 

(§ 410.39); 
• Glaucoma screening exams 

(§ 410.23); 
• Ultrasound screening for abdominal 

aortic aneurysms (AAA) (§ 410.19); 
• Cardiovascular disease screening 

tests (§ 410.17); 
• Diabetes screening tests (§ 410.18); 

and 
• The initial preventive physical 

examination (IPPE) (§ 410.16). 
Section 101(a) of the MIPPA provides 

for coverage under Part B of ‘‘additional 
preventive services’’, which are 
determined to meet certain 
requirements, effective for services 
furnished on or after January 1, 2009. 
Section 101(a) of the MIPPA provides 
the Secretary with the authority to add 

coverage of ‘‘additional preventive 
services’’, and specifies the process and 
the criteria that are to be used in making 
determinations regarding the coverage 
of such services under the Part B 
program. As provided in the law, this 
new coverage allows payment for 
‘‘additional preventive services’’ not 
otherwise described in Title XVIII of the 
Act, if the Secretary determines through 
the national coverage determination 
(NCD) process (as defined in section 
1869(f)(1)(B) of the Act) that the new 
services meet statutory requirements for 
coverage. 

Specifically, section 101(a) of the 
MIPPA defines ‘‘additional preventive 
services,’’ as services not otherwise 
described in title XVIII that identify 
medical conditions or risk factors and 
that the Secretary determines are— 

(1) Reasonable and necessary for the 
prevention or early detection of an 
illness or disability; 

(2) Recommended with a grade of A 
or B by the United States Preventive 
Services Task Force; and 

(3) Appropriate for individuals 
entitled to benefits under Part A or 
enrolled under Part B. 

The U.S. Preventive Services Task 
Force (USPSTF) is an independent 
panel of experts in primary care and 
prevention that systematically reviews 
the evidence of effectiveness and 
develops recommendations for clinical 
preventive services, under the 
sponsorship of HHS’ Agency for 
Healthcare Research and Quality 
(AHRQ). The USPSTF grades the 
strength of the evidence from ‘‘A’’ 
(strongly recommends), ‘‘B’’ 
(recommends), ‘‘C’’ (no 
recommendation for or against), ‘‘D’’ 
(recommends against), or ‘‘I’’ 
(insufficient evidence to recommend for 
or against). 

In addition, section 101(a) provides 
that in making national coverage 
determinations (NCDs) for the coverage 
of a new service, the Secretary ‘‘may 
conduct an assessment of the relation 
between predicted outcomes and the 
expenditures for such service and may 
take into account the results of such 
assessment in making such 
determination.’’ 

We plan to evaluate the preventive 
services not otherwise described in title 
XVIII of the Act and that have been 
recommended with a grade A or B by 
the USPSTF and determine whether to 
open an NCD on one or more of them. 
USPSTF currently has 15 to 20 
preventive services with a Grade A or B 
recommendation that may be 
appropriate for the Medicare 
population. These services can be found 
on its Web site at http:// 
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www.preventiveservices.ahrq.gov. We 
may exclude reviewing any one of these 
services if: (1) There is an existing 
Medicare screening or preventive 
benefit for that particular service; (2) the 
service does not appear to be 
appropriate for the Medicare population 
(for example, pediatric services). We 
invite public requests on the services on 
the USPSTF list that CMS should 
consider for an NCD using the 
procedures described at http:// 
www.cms.hhs.gov/DeterminationProces/ 
02_howtorequestanNCD.asp. 

The NCD process consists of three 
major steps: (1) Initiation; (2) review; 
and (3) completion. We initiate the NCD 
process by ‘‘opening’’ the NCD. This is 
announced to the public by posting a 
‘‘tracking sheet’’ on the CMS Coverage 
Web site with an initial 30-day public 
comment period. The public will have 
another opportunity to comment on the 
NCD when the proposed decision is 
published. After taking into 
consideration all of the public 
comments and evidence, a final 
decision will be made public. 
Development of a complete, formal 
request for an NCD can be initiated 
either by an outside party or internally 
by CMS staff. 

We are establishing new § 410.64, 
Additional Preventive Services, to 
reflect these statutory requirements. To 
conform the regulations to the statutory 
requirements of the MIPPA, we are also 
adding new paragraph § 411.15(k)(15) 
for ‘‘additional preventive services.’’ 

Payment of Co-Insurance 

Section 101(a)(2) of the MIPPA 
establishes payment rules under Part B 
if the Secretary makes a NCD for an 
additional preventive service under 
section 1861(ddd) of the Act. The 
amount of the Part B payment and the 
amount of the beneficiary’s Part B 
coinsurance will depend on the nature 
of the new preventive service. For 
instance, if the additional preventive 
service is a clinical diagnostic 
laboratory test, Medicare pays on a fee 
schedule basis and the amount paid is 
100 percent. There is no beneficiary 
coinsurance. For all other additional 
preventive services, Medicare will pay 
80 percent of the lesser of the actual 
charge for the service or the amount of 
the fee schedule. The beneficiary would 
be responsible for the remaining 20 
percent as coinsurance. We will 
specifically identify the type of service 
and the accompanying payment levels 
in our implementing instructions that 
will be issued contemporaneously with 
each NCD. 

2. Revisions to Initial Preventive 
Physical Examination (IPPE) 

Section 101(b) of the MIPPA also 
amended section 1861(ww)(1) of the Act 
which establishes an IPPE for 
individuals who are newly enrolled in 
the voluntary Part B program. This 
benefit was originally effective on 
January 1, 2005, and is implemented at 
§ 410.16. Section 101(b) of the MIPPA 
revises the benefit by the following: 

(1) Adding the measurement of an 
individual’s body mass index as part of 
the IPPE; 

(2) Upon the individual’s consent, 
adding end-of-life planning to the IPPE 
services; and 

(3) Removing the electrocardiogram 
from the list of mandated services that 
must be included in the IPPE benefit, 
and making it an educational, 
counseling, and referral service to be 
discussed with the individual and 
ordered by the physician, if necessary. 

Section 101(b) of the MIPPA also 
amended section 1861(ww)(1) of the Act 
by defining the term ‘‘end-of-life 
planning’’ to mean verbal or written 
information regarding (1) an 
individual’s ability to prepare an 
advance directive in the case that an 
injury or illness causes the individual to 
be unable to make health care decisions, 
and (2) whether or not the physician is 
willing to follow the individual’s wishes 
as expressed in an advance directive. 

We are amending § 410.16(a)(4) (the 
physical exam element) of the IPPE 
benefit so that it includes the 
measurement of an individual’s body 
mass index. We are amending 
§ 410.16(a)(5) to omit the 
electrocardiogram as a mandatory part 
of the IPPE benefit, and add the 
electrocardiogram to the list of 
education, counseling, and referral 
services described in § 410.16(a)(7) of 
the IPPE benefit. 

We are also amending § 410.16(a)(5) 
by inserting in the place of the term 
‘‘electrocardiogram’’ the language ‘‘end- 
of-life planning’’ and noting the need for 
the consent of the individual to have 
this discussion. 

We are also amending § 410.16(a) of 
the IPPE benefit by adding a definition 
of the term ‘‘end-of-life planning’’ to 
reflect the statutory definition of that 
term as described above. 

Section 101(b) of the MIPPA also 
amended section 1861(ww)(1) of the Act 
(the IPPE benefit) by adding the 
‘‘additional preventive services’’ benefit 
to the list of screening and preventive 
services for which physicians and other 
qualified nonphysician practitioners 
must provide ‘‘education, counseling 
and referral.’’ The Congress also 

extended the time period that newly 
eligible Part B beneficiaries can obtain 
the IPPE benefit from 6 months to the 
first 12 months after the effective date 
of their first Part B coverage period. 
Therefore, we are amending 
§ 410.16(a)(7) to reflect the additional 
education, counseling and referral 
responsibilities that physicians and 
other practitioners will have under the 
IPPE benefit for the electrocardiogram 
and the ‘‘additional preventive services’’ 
that may be covered in the future. 

As mentioned above, the Congress 
extended the eligibility period for 
beneficiaries from 6 months to 1 year as 
provided in section 1862(a)(1)(K) of the 
Act. This statute is effective for services 
furnished on or after January 1, 2009. 
We are revising the present definition of 
the term ‘‘eligible beneficiary’’ in 
§ 410.16(a) to read as follows: ‘‘Eligible 
beneficiary’’ means an individual who 
receives his or her IPPE not more than 
1 year after the effective date of his or 
her first Medicare Part B coverage 
period. 

3. Payment for IPPE 

In order to implement section 101(b) 
of the MIPPA, beginning January 1, 
2009, we will pay for an IPPE performed 
not later than 12 months after the date 
of the beneficiary’s initial enrollment in 
Medicare Part B. We will pay for one 
IPPE per beneficiary per lifetime. The 
Medicare deductible does not apply to 
the IPPE if performed on or after January 
1, 2009. 

The section 101(b) of the MIPPA also 
removes the screening 
electrocardiogram (EKG) as a mandatory 
requirement as identified in section 
1861(ww)(1) of the Act as part of the 
IPPE. The MIPPA requires that there be 
education, counseling, and referral for 
an EKG, as appropriate, for a once-in-a 
lifetime screening EKG performed as a 
result of a referral from an IPPE as stated 
in revised § 410.16. Effective for 
beneficiaries who receive the IPPE on or 
after January 1, 2009, the screening EKG 
will be billable with G code(s) when it 
is a result of a referral from an IPPE. 
Billing instructions for physicians, 
qualified NPPs, and providers will be 
issued. 

We are implementing the following G 
codes to identify these services: 

• G0402: Initial preventive physical 
examination; face-to-face visit, services 
limited to new beneficiary during the 
first 12 months of Medicare enrollment. 

• G0403: Electrocardiogram, routine 
ECG with at least 12 leads; performed as 
a screening for the initial preventive 
physical examination with 
interpretation and report. 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00146 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69871 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

• G0404: Electrocardiogram, routine 
ECG with at least 12 leads; tracing only, 
without interpretation and report, 
performed as a screening for the initial 
preventive physical examination. 

• G0405: Electrocardiogram, routine 
ECG with at least 12 leads; 
interpretation and report only, 
performed as a screening for the initial 
preventive physical examination. 

The 4 existing G codes (G0344, 
G0366, G0367, and G0367) will be 
active until December 31, 2008, for 
beneficiaries who have the IPPE prior to 
January 1, 2009. 

Work RVUs: We believe the additional 
work of performing a measurement of an 
individual’s body mass index and, upon 
consent of an individual, the discussion 
of end-of-life planning, as described in 
the coverage section, represent minimal 
work. A simple tool is used to 
determine body fat based on an 
individual’s height and weight that 
applies to both adult men and women. 
End-of-life planning as previously 
described is verbal or written 
information given to the beneficiary 
regarding advance directive preparation 
and a discussion regarding whether the 
physician is willing to follow an 
individual’s wishes made in an advance 
directive. 

Therefore, for CY 2009, we are 
retaining the current work RVUs for the 
new IPPE G code (G0402) which 
involves equivalent resources and work 
intensity to those services contained in 
CPT evaluation and management (E/M) 
code 99203, new patient, office or other 
outpatient visit. However, we are 
interested in receiving comments on 
suggested valuations of this service to 
reflect the resources required. We will 
also retain the work RVUs for the new 
EKG G codes which are equivalent to 
those for CPT codes 93000, 93005 and 
93010. In addition, we note that the 
policy for reporting a medically 
necessary E/M service furnished at the 
same IPPE visit will still apply. CPT 
codes 99201 through 99215 may be used 
depending on the circumstances and 
appended with CPT modifier ‘‘25’’ 
identifying the E/M visit as a significant, 
separately identifiable service from the 
IPPE code G0402. 

We do not believe this scenario will 
be the typical occurrence and we will 
monitor utilization patterns involving 
the level 4/5 new or established office 
or other outpatient visit codes being 
reported with the IPPE. If there are 
consistent data that demonstrate high 
usage of level 4/5 E/M codes in 
conjunction with the IPPE, we will 
reevaluate the policy. 

Additionally, since section 101(b) of 
the MIPPA provides that the Medicare 

Part B deductible will not apply for the 
IPPE performed on or after January 1, 
2009 (as defined in section 1861(ww)(1) 
of the Act), we are revising § 410.160(b) 
to include an exception from the 
Medicare Part B deductible for the IPPE 
as described in § 410.16 (Initial 
preventive physical examination: 
Conditions for and limitations on 
coverage). The co-insurance continues 
to apply. 

B. Section 131: Physician Payment, 
Efficiency, and Quality Improvements 

Section 131 of the MIPPA includes a 
number of provisions that impact the 
quality reporting system defined in 
section 1848(k) of the Act. For ease of 
reference, we have named this quality 
reporting system, the ‘‘Physician 
Quality Reporting Initiative’’ (PQRI). 
Although the new MIPPA amendments 
that pertain to the PQRI, including those 
provisions that pertain to PQRI beyond 
2009, are generally described below, the 
scope of this final rule with comment 
period is limited to the 2009 PQRI. The 
2009 PQRI, including our 
implementation of the new MIPPA 
amendments as they pertain to the 2009 
PQRI, is discussed in detail in section 
II.O1. of this final rule with comment 
period. This final rule with comment 
period does not address nor does it 
attempt to implement any of the new 
MIPPA amendments as they pertain to 
the PQRI in 2010 and beyond. The new 
MIPPA amendments as they pertain to 
the PQRI in 2010 and beyond will be 
addressed through future notice and 
comment rulemaking. 

Section 131(b)(1) of the MIPPA 
amends section 1848(k)(2) of the Act to 
add new paragraph (C), which provides 
that for the purposes of reporting quality 
measures for covered professional 
services furnished during 2010 and 
subsequent years for the PQRI, the 
quality measures (including electronic 
prescribing measures) shall be such 
measures selected by the Secretary from 
measures that have been endorsed by 
the entity with a contract with the 
Secretary under subsection 1890(a) as 
added by the MIPPA. Section 
1848(k)(2)(C) of the Act also provides 
that for the 2010 and future years of the 
PQRI, in the case of a specified area or 
medical topic determined appropriate 
by the Secretary for which a feasible and 
practical measure has not been endorsed 
by the entity with a contract under 
subsection 1890(a), as added by the 
MIPAA, the Secretary may specify a 
measure that is not so endorsed as long 
as due consideration is given to 
measures that have been endorsed or 
adopted by a consensus organization 

identified by the Secretary, such as the 
AQA-Alliance. 

Paragraph (D) of section 1848(k)(2) of 
the Act, as added by section 131(b)(1) of 
the MIPPA, requires that for each 
quality measure (including an electronic 
prescribing quality measure) adopted by 
the Secretary for the PQRI in 2009 and 
subsequent years, the Secretary shall 
ensure that eligible professionals have 
the opportunity to provide input during 
the development, endorsement, or 
selection of measures applicable to the 
services they furnish. Additional 
discussion of the requirements of 
section 1848(k)(2)(D) of the Act as they 
pertain to the 2009 PQRI can be found 
in section II.O1. of this final rule with 
comment period. 

Section 131(b)(2) of the MIPPA 
redesignates section 101(c) of the MIEA- 
TRHCA, as amended by the MMSEA, as 
subsection (m) of the Act. Section 
1848(m)(1) of the Act authorizes the 
Secretary to make incentive payments 
for satisfactorily reporting data on 
quality measures for covered 
professional services furnished by 
eligible professionals during the 
reporting period for the PQRI in 2007 
through 2010. In addition to the 1.5 
percent incentive payment already 
authorized for the 2007 and 2008 PQRI, 
section 1848(m)(1)(B) of the Act, as 
redesignated by section 131(b)(2) of the 
MIPPA and amended by section 
131(b)(3)(B) of the MIPPA, authorizes 
the Secretary, for the 2009 and 2010 
PQRI, to provide an incentive payment 
equal to 2.0 percent of the estimated 
total allowed charges submitted not 
later than 2 months after the end of the 
reporting period for all covered 
professional services furnished during 
the reporting period for 2009 and 2010, 
respectively. 

Section 1848(m)(3)(A) of the Act, as 
redesignated by section 131(b)(3)(C) of 
the MIPPA and amended by section 
131(b)(3)(D)(iii) of the MIPPA, specifies 
that for 2009 and subsequent years, the 
PQRI quality measures shall not include 
electronic prescribing measures. 
Therefore, as discussed further in 
section II.O1. of this final rule with 
comment period, we are not including 
measure #125, Health Information 
Technology: Adoption/Use of 
Medication e-Prescribing, in the final set 
of 2009 PQRI quality measures. 

Section 1848(m)(3)(C) of the Act, as 
added by section 131(b)(3)(D)(iv) of the 
MIPPA, requires that ‘‘by January 1, 
2010, the Secretary shall establish and 
have in place a process under which 
eligible professionals in a group practice 
(as defined by the Secretary) shall be 
treated as satisfactorily submitting data 
on quality measures’’ for the PQRI ‘‘if, 
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in lieu of reporting measures under 
section 1848(k)(2)(C) of the Act the 
group practice reports measures 
determined appropriate by the 
Secretary, such as measures that target 
high-cost chronic conditions and 
preventive care, in a form and manner, 
and at a time, specified by the 
Secretary.’’ Section 1848(m)(3)(C) of the 
Act also provides for the use of a 
statistical sampling model to submit 
data on measures, such as the model 
used under the Physician Group 
Practice demonstration project, and 
provides that incentive payments made 
to a group practice for satisfactorily 
submitting data on quality measures for 
the PQRI shall be made in lieu of the 
incentive payments that would 
otherwise be made to eligible 
professionals in the group practice for 
satisfactorily submitting data on quality 
measures. The requirements at section 
1848(m)(3)(c) of the Act also apply to 
successful electronic prescribers (as 
defined in section 1848(m)(B)(ii) of the 
Act), which are described generally in 
section III.D. and in detail in section 
II.O2. of this final rule with comment 
period. 

Section 1848(m)(3)(D) of the Act, as 
added by section 131(b)(3)(D)(iv) of the 
MIPPA, authorizes the Secretary, in 
consultation with stakeholders and 
experts, to revise the criteria for 
satisfactorily reporting data on quality 
measures for the PQRI and for 
submitting data on electronic 
prescribing quality measures for years 
after 2009. 

Section 1848(m)(5)(D)(iii) of the Act, 
as redesignated by section 131(b)(2) of 
the MIPPA and amended by section 
131(b)(3)(E) of the MIPPA, provides that 
if the Secretary has determined an 
eligible professional (or group practice) 
has not reported measures applicable to 
covered professional services of such 
professional (or group practice), the 
Secretary shall not pay the incentive 
payment, and that if an incentive 
payment has already been made to an 
eligible professional (or group practice), 
the Secretary shall recoup such 
payments from the eligible professional 
(or group practice). 

Subparagraph (G) of section 
1848(m)(5) of the Act, as added by 
section 131(b)(3)(E)(v) of the MIPPA, 
requires the Secretary to post on the 
CMS Web site, in an easily 
understandable format, a list of the 
names of: (1) The eligible professionals 
(or group practices) who satisfactorily 
submitted data on quality measures for 
the PQRI; and (2) the eligible 
professionals (or group practices) who 
are successful electronic prescribers. 

Section 1848(m)(6)(C) of the Act, as 
redesignated by section 131(b)(2) of the 
MIPPA and amended by section 
131(b)(3)(F) of the MIPPA, defines 
‘‘reporting period’’ for the 2008 through 
2011 PQRI to be the entire year and 
authorizes the Secretary to revise the 
reporting period for years after 2009 if 
the Secretary determines such ‘‘revision 
is appropriate, produces valid results on 
measures reported, and is consistent 
with the goals of maximizing scientific 
validity and reducing administrative 
burden.’’ 

Section 131(b)(4) of the MIPPA 
amends section 1848(k)(3)(B) of the Act 
to include a qualified audiologist (as 
defined in section 1861(ll)(3)(B) of the 
Act) in the definition of an ‘‘eligible 
professional’’ beginning with the 2009 
PQRI. 

Section 131(b)(6) of the MIPPA 
provides that none of the amendments 
made by subsection 131(b) or section 
132 of the MIPPA shall affect the 
operation of the provisions of section 
1848(m) of the Act, with regard to 2007 
or 2008. 

Further discussion of these MIPPA 
provisions as they relate to the 2009 
PQRI can be found in section II.O1. of 
this final rule with comment period. 

In addition to the provisions that 
impact the PQRI, section 131(a) of the 
MIPPA amended section 1848(d)(8) of 
the Act to extend the 6-month increase 
in the CY 2008 CF to the entire year and 
added section 1848(d)(9) of the Act 
which provided that the update to the 
single CF for CY 2009 shall be 1.1 
percent. This subsection further 
specified that the CFs for CY 2010 and 
subsequent years must be computed as 
if these increases had never applied. 
Further discussion of these MIPPA 
provisions as they relate to the PFS 
update and CF for 2009 can be found in 
sections VII. and IX. of this final rule 
with comment period. 

C. Section 131(c): Physician Resource 
Use Feedback Program 

Section 131(c) of the MIPPA amends 
section 1848 of the Act by adding 
subsection (n), which requires the 
Secretary to establish and implement by 
January 1, 2009, a Physician Feedback 
Program using Medicare claims data and 
other data to provide confidential 
feedback reports to physicians (and as 
determined appropriate by the 
Secretary, to groups of physicians) that 
measure the resources involved in 
furnishing care to Medicare 
beneficiaries. If determined appropriate 
by the Secretary, the Secretary may also 
include information on quality of care 
furnished to Medicare beneficiaries by 
the physician (or group of physicians) in 

the reports. In addition, section 131(c) 
of the MIPPA outlines the general 
components and aspects of the program, 
but provides the Secretary broad 
discretion with regard to 
implementation and development of the 
program. Given the timing of the 
passage of MIPPA and the deadline for 
implementing a program, we believe it 
would be contrary to the public interest 
to delay implementation and therefore, 
we will implement the physician 
feedback program on an interim final 
basis and provide opportunity for public 
comment. We refer readers to section 
II.S.6. of this final rule with comment 
period for a detailed discussion and 
implementation of section 131(c) of the 
MIPPA. 

D. Section 132: Incentives for Electronic 
Prescribing 

Section 132(a)(1) of the MIPPA 
amends section 1848(m) of the Act, as 
redesignated by section 131(b)(2) of the 
MIPPA, to authorize for 2009 through 
2013 incentives to eligible professionals 
or group practices who are ‘‘successful 
electronic prescribers.’’ For 2009 and 
2010, the Secretary is authorized to 
provide successful electronic 
prescribers an incentive payment equal 
to 2.0 percent of the total estimated 
allowed charges submitted not later 
than 2 months after the end of the 
reporting period for all covered 
professional services furnished during 
the 2009 and 2010 reporting periods, 
respectively. Reduced incentive 
payments apply to subsequent years 
through 2013. Section 132(b) of the 
MIPAA amends section 1848(a) of the 
Act such that a payment differential 
applies to those who are not successful 
electronic prescribers starting in 2012. 
During 2012 or any subsequent year, if 
the eligible professional is not a 
successful electronic prescriber for the 
reporting period, the fee schedule 
amount for covered professional 
services furnished by such professional 
during the year shall be reduced by: 

• 1.0 percent for 2012. 
• 1.5 percent for 2013. 
• 2.0 percent for 2014 and each 

subsequent year. 
Section 132(a)(2) of the MIPPA 

amends section 1848(m)(3) of the Act, as 
redesignated by section 131(b)(2) of the 
MIPPA, to authorize the Secretary to 
identify successful electronic 
prescribers for a reporting period using 
one of two possible standards: One 
based on the eligible professional’s 
reporting, in at least 50 percent of the 
reportable cases, on any electronic 
prescribing quality measures that have 
been established under the physician 
reporting system under subsection 
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1848(k) (which, as noted previously, we 
have named ‘‘PQRI’’ for ease of 
reference) and are applicable to services 
furnished during a reporting period, as 
amended by section 131(b) of the 
MIPPA, and one based on the electronic 
submission by the eligible professional 
of a sufficient number of prescriptions 
under the Medicare Prescription Drug 
Benefit Program (Part D) during the 
reporting period. If the Secretary 
decides to use the latter standard, the 
Secretary is authorized to use Part D 
drug claims data to assess whether a 
‘‘sufficient’’ number of prescriptions 
have been submitted by eligible 
professionals. We do not intend to use 
this latter standard for 2009. However, 
to the extent that we intend to use this 
latter standard in future years, we will 
address how we plan to define 
‘‘sufficient’’ through notice and 
comment rulemaking. Section 
1848(m)(3)(B) of the Act, as added by 
section 132(a)(2)(B) of the MIPPA, also 
requires that to the extent practicable, in 
determining whether eligible 
professions meet the requirements to be 
identified as successful electronic 
prescribers, ‘‘the Secretary shall ensure 
that eligible professionals utilize 
electronic prescribing systems in 
compliance with standards established 
for such systems pursuant to the Part D 
Electronic Prescribing Program under 
section 1860D–4(e) of the Act.’’ The 
2009 electronic prescribing incentive 
reporting period and the criteria that 
will be used by CMS to identify 
successful electronic prescribers for 
2009 are described in detail in section 
II.O2. of this final rule with comment 
period. 

Section 132(a)(1) of the MIPPA also 
amends section 1848(m) of the Act, as 
redesignated by section 131(b)(2) of the 
MIPPA, to provide for an exemption 
from both the incentive payment and 
the payment differential for a particular 
reporting period of certain eligible 
professionals. The Secretary is 
authorized to choose between two 
possible standards for the exemption: 
One based upon whether the allowed 
charges to which the electronic 
prescribing quality measure applies are 
less than 10 percent of the total allowed 
charges for all covered professional 
services furnished by the eligible 
professional during the reporting 
period; and one based on whether the 
eligible professional does not submit 
(including both electronically and 
nonelectronically) a sufficient number 
(as determined by the Secretary) of 
prescriptions under Part D (which can 
again be assessed using Part D drug 
claims data). We do not intend to use 

this latter standard for 2009. However, 
to the extent that we intend to use this 
latter standard in future years, we will 
address how we plan to define 
‘‘sufficient’’ through notice and 
comment rulemaking. For 2009, the 
criteria for exemption from the 
incentive payments for electronic 
prescribing are described in section 
II.O2. of this final rule with comment 
period. 

Section 132(b) of the MIPPA also 
amends section 1848(a) of the Act to 
authorize the Secretary to apply a 
hardship exception on a case-by-case 
basis to exempt eligible professionals 
from the payment differential that 
applies to those who are not successful 
electronic prescribers by 2012. Since 
this hardship exception does not apply 
until 2012, we will address the 
parameters that we intend to apply to 
determine hardship through future 
notice and comment rulemaking. 

E. Section 133(b): Expanding Access to 
Primary Care Services 

Section 1848(c)(2)(B)(ii)(II) of the Act 
requires that increases or decreases in 
RVUs for a year may not cause the 
amount of expenditures for the year to 
differ by more than $20 million from 
what expenditures would have been in 
the absence of these changes. If this 
threshold is exceeded, we must make 
adjustments to preserve BN. 

The 5-Year Review of work RVUs 
would have resulted in a change in 
expenditures that would exceed $20 
million if we made no offsetting 
adjustments to either the CF or RVUs. In 
CY 2007 and CY 2008, we met the 5- 
Year Review BN requirement by making 
a separate adjustment to the work RVUs. 

Section 133(b) of the MIPPA amends 
section 1848(c)(2)(B) of the Act to 
specify that the BN adjustor for the 5- 
Year Review must be applied to the 
conversion factor beginning with CY 
2009. Further discussion of this MIPPA 
provision as it relates to the CY 2009 
PFS can be found in section IX. of this 
final rule with comment period. 

F. Section 134: Extension of Floor on 
Medicare Work Geographic Adjustment 
Under the Medicare Physician Fee 
Schedule 

In accordance with section 103 of the 
MMSEA, the 1.000 work GPCI floor was 
set to expire as of July 1, 2008. Section 
134(a) of the MIPPA extended the 1.000 
work geographic practice cost index 
(GPCI) floor from July 1, 2008 through 
December 31, 2009. Additionally, 
section 134(b) of the MIPPA sets a 
permanent 1.500 work GPCI floor in 
Alaska, beginning January 1, 2009. As 
such, the CY 2009 GPCIs and 

summarized GAFs reflect these 
statutorily mandated work GPCI floors. 

G. Section 136: Extension of Treatment 
of Certain Physician Pathology Services 
Under Medicare 

The TC of physician pathology 
services refers to the preparation of the 
slide involving tissue or cells that a 
pathologist will interpret. In contrast, 
the pathologist’s interpretation of the 
slide is the PC service. If the PC service 
is furnished by the hospital pathologist 
for a hospital patient, it is separately 
billable. If the independent laboratory’s 
pathologist furnishes the PC service, it 
is usually billed with the TC service as 
a combined service. 

In the CY 2000 PFS final rule, we 
stated that we would implement a 
policy to pay only the hospital for the 
TC of physician pathology services 
furnished to hospital inpatients (64 FR 
59380, 59408 through 59409). Prior to 
this proposal, any independent 
laboratory could bill the Medicare 
contractor under the PFS for the TC of 
physician pathology services for 
hospital inpatients. At the request of 
commenters on the final rule that 
independent laboratories and hospitals 
needed sufficient time to negotiate 
arrangements, we delayed the 
implementation of that rule until 2001. 

Section 542 of the Medicare, 
Medicaid, and SCHIP Benefits 
Improvement and Protection Act of 
2000 (Pub. L. 106–554) (BIPA) 
established the billing exception that 
allowed certain qualified independent 
laboratories to continue to bill the 
Medicare contractor under the PFS for 
the TC of physician pathology services 
furnished to a hospital patient. In order 
to bill in this manner, an independent 
laboratory must have had an 
arrangement with a hospital in effect as 
of July 22, 1999 under which the 
laboratory furnished the TC of the 
physician pathology service to a 
hospital patient and submitted claims to 
the Medicare contractor for payment. 
This provision was initially effective for 
2 years, 2001 through 2002. 

Through subsequent legislation (that 
is, section 732 of the MMA, section 104 
of the MIEA–TRHCA, section 104 of the 
MMSEA, and section 136 of the 
MIPPA), this provision has been 
extended through December 31, 2009. If 
the independent laboratory did not 
qualify under this provision, then it 
must continue to bill the hospital and 
receive payment from that hospital. As 
a result of this provision, the TC of 
physician pathology services could be 
paid differently depending on the status 
of the laboratory. 
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H. Section 141: Extension of Exceptions 
Process for Medicare Therapy Caps 

1. Background 

Section 1833(g)(1) of the Act applies 
an annual per beneficiary combined cap 
beginning January 1, 1999, on outpatient 
physical therapy and speech-language 
pathology services, and a similar 
separate cap on outpatient occupational 
therapy services. These caps apply to 
expenses incurred for the respective 
therapy services under Medicare Part B, 
with the exception of outpatient 
hospital services. 

The exceptions process for the 
therapy caps, originally authorized by 
section 5107 of the DRA, was extended 
from January 1, 2006 through December 
31, 2007 by section 201 of the MIEA– 
TRHCA. Section 105 of the MMSEA 
provided for a further extension of this 
exceptions process through the first 6 
months of CY 2008 (that is, January 1, 
2008 through June 30, 2008). 

2. MIPPA Provision for Cap Exceptions 

Section 141 of the MIPPA extends the 
exceptions process for therapy caps 
from July 1, 2008 through December 31, 
2009. 

Section 1833(g)(2) of the Act provides 
that, for CY 1999 through CY 2001, the 
caps were $1500, and for the calendar 
years after 2001, the caps are equal to 
the preceding year’s cap increased by 
the percentage increase in the Medicare 
Economic Index (MEI) (except that if an 
increase for a year is not a multiple of 
$10, it is rounded to the nearest 
multiple of $10). The annual, per 
beneficiary therapy cap for 2009 will be 
$1840 for physical therapy and speech- 
language pathology services combined 
and $1840 for occupational therapy 
services, separately. The MIPPA does 
not create a separate cap for SLP 
services. 

I. Section 143: Speech-Language 
Pathology Services 

1. Background 

Currently, therapy services [physical 
therapy (PT), occupational therapy (OT), 
and speech-language pathology (SLP)] 
may be billed by providers, such as 
hospitals, and by suppliers, such as 
physicians or NPPs. Physical therapists 
and occupational therapists may also 
independently enroll as suppliers of 
Medicare services, and may bill and 
receive payment for their services 
furnished in private practice. Prior to 
enactment of the MIPPA, the statute did 
not allow SLPs to enroll independently 
and to be paid directly. 

The amendments made by section 143 
of the MIPPA provide the authority for 

CMS to enroll speech-language 
pathologists as suppliers of Medicare 
services, and for speech-language 
pathologists to begin billing Medicare 
for outpatient SLP services furnished in 
private practice beginning July 1, 2009. 
Enrollment will allow SLPs in private 
practice to bill Medicare and receive 
direct payment for their services. 

In general, section 143 of the MIPPA 
amends the statute to give speech- 
language pathology services the 
meaning given the term ‘‘physical 
therapy services’’ in section 1861(p) of 
the Act. This provides the authority to 
enroll speech-language pathologists and 
to pay them for their services in the 
same way as physical therapists that are 
separately enrolled. Section 143 made 
conforming changes to the scope of 
benefits in section 1832(a)(2)(C) of the 
Act to include outpatient speech- 
language pathology services furnished 
in a private practice. Section 143 of the 
MIPPA also makes the following 
changes to the Act: 

• Section 1832(a)(2)(C) of the Act is 
amended to specifically include 
outpatient speech-language pathology 
services in the scope of benefits for 
which payment may be made. 

• Section 1833(a)(8) of the Act is 
amended to describe outpatient SLP 
services as separate and distinct services 
from PT. 

• Section 1833(g)(1) is amended to 
separately describe outpatient SLP 
services, but the amendments do not 
create a separate therapy cap for SLP 
services. The cap for PT and SLP 
combined is $1840 per beneficiary in 
CY 2009. 

• Section 1835(a) of the Act is 
amended to specify that payment may 
be made for outpatient SLP services to 
a provider of services, including a 
clinic, rehabilitation agency or public 
health agency that meets the 
requirements described in the amended 
section 1861(p)(4)(A) and (B) of the Act. 

• Section 1861(p) of the Act is 
amended to remove from the definition 
of ‘‘outpatient physical therapy 
services’’ SLP services furnished by or 
under arrangements or supervision of a 
provider. These SLP services are deleted 
from the definition of outpatient 
physical therapy services because SLP 
services are now defined separately 
under section 1861(ll)(2) of the Act. 

• Section 1861(s)(2)(D) of the Act is 
amended to add outpatient SLP services 
as medical and other health services, 
along with outpatient PT and OT. 

• Section 1862(a)(20) of the Act is 
amended to add SLP services to the list 
of therapy services for which Medicare 
payment cannot be made if furnished as 
an incident to a physician’s professional 

services unless standards and 
conditions specified by the Secretary 
(other than licensing) are met, as such 
standards and conditions would apply 
to such services if furnished by a 
therapist. 

• Section 1866 of the Act is amended 
to include SLP services in the 
description of services that can be 
considered furnished by a provider of 
services when furnished by a clinic, 
rehabilitation agency, or public health 
agency that meets certain requirements. 

• Section 1877 of the Act is amended 
to include outpatient SLP services in the 
list of designated health services for the 
purpose of the prohibition on certain 
physician referrals. (See section VI.B. of 
this preamble for a discussion of these 
changes.) 

2. Implementation of the MIPPA 
Section 143 of the MIPPA amends the 

statute to treat speech-language 
pathologists (SLP) and speech-language 
pathology services in a similar manner 
to physical therapists and physical 
therapy services. Physical therapists are 
permitted to enroll in Medicare and to 
furnish and bill for their services in 
private practice. To conform SLP 
regulations to those for PT, we are 
adding provisions for services furnished 
by SLPs in private practice to 
§ 410.62(c) using language similar to the 
provisions of § 410.59 and § 410.60 that 
apply to OT and PT enrollment. In 
§ 410.62, we are redesignating the 
paragraph (c) as paragraph (d). The 
current paragraph (d) is deleted since 
this language is covered in § 410.60. 

The amendments made by section 143 
of the MIPPA concerning SLP 
enrollment, billing and payment are 
generally self-implementing and we are 
revising our regulations accordingly as 
noted above consistent with our policies 
for PTs. 

Section 410.62(c) contains a list of 
requirements that SLPs must meet. The 
regulations require that an SLP be 
legally authorized to engage in SLP 
private practice in the State where he or 
she practices. The SLP must practice 
only within the scope of practice 
allowed by the State. Section 
410.62(c)(1)(ii) describes the various 
practice types in which an individual 
SLP may provide services. 

Section 410.62(c)(1)(iii)(A) requires 
that SLPs in private practice must bill 
Medicare for services furnished in the 
State where they are licensed, in the 
locations where the practice is operated, 
at a time when the practice is operating. 
The space must be owned, leased or 
rented by the practice and used for the 
exclusive purpose of operating the 
practice during those hours the practice 
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is furnishing services to beneficiaries. 
Private practice services may be 
furnished at a patient’s home, but not at 
an institution that is a hospital, CAH or 
SNF. 

Section 410.62(c)(iv) also requires that 
SLPs must treat individuals who are 
patients of the practice and for whom 
the practice collects fees for the services 
furnished. 

3. Operational Issues 
We will revise our manual 

instructions to reflect that SLPs can now 
enroll and be paid directly by Medicare 
for services furnished on or after July 1, 
2009. SLPs who wish to enroll in 
Medicare may submit their Medicare 
enrollment application to their local 
Medicare contractor on or after June 2, 
2009. Before submitting a Medicare 
enrollment application, SLPs are 
required to obtain a National Provider 
Identifier, if they do not currently have 
one. For general information on the 
Medicare provider enrollment process, 
please see the CMS Web site at 
http://www.cms.hhs.gov/ 
MedicareProviderSupEnroll. 

To educate the public about this 
change, we will discuss the new 
enrollment instructions during an 
upcoming Physician and Allied Health 
Professionals Open Door Forum. In the 
coming months, we will also revise our 
manual instructions and issue a MLN 
Matters article and listserv messages to 
inform the public that SLPs may enroll 
as suppliers of Medicare services and 
begin billing Medicare for outpatient 
SLP services furnished in private 
practice beginning July 1, 2009. We also 
plan to contact national associations 
and request that they notify their 
members about these changes. Finally, 
we will require our Medicare 
contractors to contact SLPs via bulletins 
or listserv announcements about these 
changes. 

J. Section 144(b): Repeal of Transfer of 
Title for Oxygen Equipment 

1. Payment Rules for Oxygen and 
Oxygen Equipment 

a. Overview 
The general Medicare payment rules 

for durable medical equipment (DME) 
are set forth in section 1834(a) of the Act 
and 42 CFR part 414, subpart D of our 
regulations. Section 1834(a)(1) of the 
Act and § 414.210(a) of our regulations 
establish the Medicare payment for a 
DME item as equal to 80 percent of 
either the lower of the actual charge or 
the fee schedule amount for the item. 
The beneficiary coinsurance is equal to 
20 percent of either the lower of the 
actual charge or the fee schedule 

amount for the item once the deductible 
is met. 

Specific rules regarding payment for 
oxygen and oxygen equipment are set 
forth in section 1834(a)(5) of the Act and 
§ 414.226 of our regulations. Suppliers 
are paid a monthly payment amount for 
furnishing medically necessary oxygen 
contents (stationary and portable) and 
stationary oxygen equipment falling 
under the class described in 
§ 414.226(c)(1)(i). Equipment in this 
class includes stationary oxygen 
concentrators, which concentrate 
oxygen from room air; stationary liquid 
oxygen systems, which use oxygen 
stored as a very cold liquid in cylinders 
and tanks; and gaseous oxygen systems, 
which administer compressed oxygen 
directly from cylinders. 

We also pay a monthly add-on 
payment to suppliers furnishing 
medically necessary portable oxygen 
equipment falling under one of two 
classes described in § 414.226(c)(1)(ii) 
and (iii). Equipment in these classes 
includes portable liquid oxygen 
systems, portable gaseous oxygen 
systems, portable oxygen concentrators, 
and oxygen transfilling equipment used 
to fill portable tanks or cylinders in the 
home. Both liquid and gaseous oxygen 
systems (stationary and portable) 
require on-going delivery of oxygen 
contents. 

b. Provisions of the Deficit Reduction 
Act of 2005 (DRA) 

Section 5101(b) of the DRA amended 
section 1834(a)(5) of the Act, limiting 
monthly payments to suppliers for 
oxygen equipment to 36 months of 
continuous use. At the end of this 36- 
month period, suppliers must transfer 
title to oxygen equipment rented on or 
after January 1, 2006 to the beneficiary. 
Payments for oxygen contents continue 
after title to the equipment has been 
transferred. 

On November 9, 2006, we issued a 
final rule (71 FR 65884) to implement 
these changes. We amended § 414.226 to 
clarify that the monthly payments for 
items falling under the classes now 
described in § 414.226(c)(1)(i) thru (iii) 
are made for periods of continuous use 
not to exceed 36 months. We revised the 
rules regarding a period of continuous 
use for the rental of DME in § 414.230 
of our regulations to clarify the 
continuous use determination. 

We also added a new paragraph (f) to 
§ 414.226 of our regulations, requiring a 
supplier to transfer title to the oxygen 
equipment to the beneficiary on the first 
day after the 36th continuous month in 
which payment is made for the 
equipment. 

In addition, we revised § 414.226 of 
our regulations to allow monthly 
payments to suppliers for furnishing 
gaseous or liquid oxygen contents for 
use with either beneficiary-owned 
stationary equipment or beneficiary- 
owned portable equipment. 

Section 5101(b) of the DRA also 
authorized payments for maintenance 
and servicing of beneficiary-owned 
oxygen equipment if the Secretary 
determined such payments to be 
reasonable and necessary. In keeping 
with the longstanding Medicare policy 
to pay for maintenance and servicing of 
DME that is owned by the beneficiary, 
we determined that paying for necessary 
repairs and periodic maintenance and 
servicing of beneficiary-owned oxygen 
equipment was reasonable and 
necessary to ensure that oxygen 
equipment owned by beneficiaries 
continued to function properly. Without 
these payments, we were concerned that 
there was little incentive for suppliers to 
maintain this equipment, because the 
equipment was no longer owned by the 
supplier. Our regulations setting forth 
this payment amount are discussed in 
more detail in section III.J.2.c. below in 
this section. 

In the November 2006 final rule, we 
established other safeguards for 
beneficiaries receiving oxygen and 
oxygen equipment, which are set forth 
at § 414.210(e)(5) and § 414.226(g). 
Section 414.210(e)(5) requires 
suppliers—after transferring title to 
oxygen equipment—to furnish 
replacement equipment at no cost to the 
beneficiary or the Medicare program if 
the item furnished by the supplier does 
not last for the entire reasonable useful 
lifetime established for the equipment 
in accordance with § 414.210(f)(1). Per 
§ 414.210(f), if oxygen equipment has 
been in continuous use by the 
beneficiary for the equipment’s 
reasonable useful lifetime, the 
beneficiary may elect to obtain new 
equipment. Section 414.210(f)(1) of our 
regulations states the reasonable useful 
lifetime for equipment is determined 
through program instructions. In the 
absence of program instructions, the 
carrier may determine the reasonable 
useful lifetime for equipment, but in no 
case can it be less than 5 years. 
Computation is based on when the 
equipment is delivered to the 
beneficiary, not the age of the 
equipment. If the beneficiary elects to 
obtain replacement oxygen equipment, 
payment is made in accordance with 
§ 414.226(a). Section 414.226(g)(2) 
prohibits suppliers from replacing 
oxygen equipment prior to the 
expiration of the 36-month rental period 
unless a specific exception applies. This 
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was intended to protect the beneficiary 
from the supplier changing the 
beneficiary’s equipment in order to 
maximize Medicare payments. For 
example, the supplier may want to 
move a beneficiary from a portable 
oxygen concentrator to portable gaseous 
equipment for which Medicare makes 
additional payments after the 36-month 
rental period ends. 

Section 414.226(g)(4) provides that, 
by no later than 2 months before the 
date on which the supplier must 
transfer title to oxygen equipment to the 
beneficiary, the supplier must disclose 
to the beneficiary: (1) Whether, in the 
case of oxygen transfilling equipment 
and stationary or portable oxygen 
concentrators, it can maintain and 
service the equipment after the 
beneficiary acquires title to it; and (2) 
whether, in the case of stationary or 
portable gaseous or liquid oxygen 
systems, it can continue to deliver 
oxygen contents to the beneficiary after 
the beneficiary acquires title to the 
equipment. 

c. Medicare Improvements for Patients 
and Providers Act (MIPPA) Section 
144(b)—Repeal of Transfer of 
Ownership of Oxygen Equipment 

Section 144(b) of the MIPPA repeals 
the requirement that the supplier 
transfer title to oxygen equipment to the 
beneficiary after the 36-month rental 
period. In its place, section 144(b) 
establishes a 36-month rental cap and 
amends section 1834(a)(5)(F) of the Act 
by adding three new payment rules and 
supplier requirements for furnishing 
oxygen and oxygen equipment after the 
36-month rental period. Each of these 
provisions is discussed below. 

2. Provisions of the Final Rule with 
Comment Period 

a. Furnishing Oxygen Equipment After 
the Rental Cap 

As discussed above, section 144(b)(1) 
of the MIPPA amends section 
1834(a)(5)(F)(ii)(I) of the Act, replacing 
the transfer of title provision with a 36- 
month rental cap. Under this new 
provision, the supplier that furnishes 
oxygen equipment during the 36-month 
rental period must continue to furnish 
the oxygen equipment after the 36- 
month rental period. The supplier is 
required to continue to furnish the 
equipment during any period of medical 
need for the remainder of the reasonable 
useful lifetime of the equipment. 
Section 144(b) does not provide any 
exceptions to the requirement that the 
supplier continue furnishing the 
equipment during any period of medical 
need. For example, if the beneficiary 

relocates at some time after the 36- 
month rental period but before the end 
of the reasonable useful lifetime of the 
equipment, we interpret this provision 
to require that the supplier must make 
arrangements for the beneficiary to 
continue receiving the equipment at his 
or her new place of residence. This 
responsibility is not transferred to 
another supplier. It is important to note 
that our current regulation at 
§ 414.226(g)(1)(ii) does not apply this 
same requirement to situations in which 
the beneficiary relocates during the 36- 
month rental period. We welcome 
comments from interested parties on 
whether this requirement should be 
changed in light of the repeal of transfer 
of ownership of oxygen equipment and 
other recently enacted provisions of the 
MIPPA. 

We are revising § 414.226(f) to 
conform our regulations to this new 
requirement. We are deleting the 
transfer of ownership requirement and 
adding the new requirement that the 
supplier must continue furnishing the 
oxygen equipment after the 36-month 
rental period during any period of 
medical need for the remainder of the 
reasonable useful lifetime of the 
equipment. 

The language of the statute mandates 
that the supplier shall continue to 
furnish oxygen equipment after the 36- 
month rental period ‘‘during any period 
of medical need’’ rather than ‘‘during 
the period of medical need’’ for the 
remainder of the reasonable useful 
lifetime of the equipment. We interpret 
this to mean that the supplier is 
responsible for continuing to furnish the 
equipment at any time following the 36- 
month rental period and before the end 
of the equipment’s reasonable useful 
lifetime, for any period of medical need, 
including multiple periods of medical 
need that are separated by periods when 
interruptions in the use of the 
equipment occur. 

For example, if, following the 36- 
month rental period and before the end 
of the equipment’s reasonable useful 
lifetime, the beneficiary is admitted to a 
hospital as an inpatient and then 
discharged from the hospital 3 weeks 
later, our interpretation requires the 
supplier to furnish the oxygen 
equipment for the period leading up to 
the hospital admission and for the 
period immediately following the 
hospital discharge through the end of 
the equipment’s reasonable useful 
lifetime. The supplier’s responsibility to 
continue furnishing the equipment is 
not affected by the length of a break in 
medical need or by the number of any 
such breaks in medical need that occur 
after the 36-month rental period and 

before the end of the equipment’s 
reasonable useful lifetime. Therefore, 
we are revising § 414.230 to specify that 
a new period of continuous use will not 
begin following the 36-month rental 
period until the end of the equipment’s 
reasonable useful lifetime. The supplier 
is responsible for furnishing the 
equipment after the 36-month rental 
period for any period of medical need 
for the remainder of the reasonable 
useful lifetime of the equipment. If a 
break in medical need occurs following 
the 36-month rental period, the supplier 
must resume furnishing the oxygen 
equipment after the break ends and the 
beneficiary once again has a medical 
need for the oxygen equipment. In such 
a case, the supplier is responsible for 
furnishing the item for no additional 
rental payments until the end of the 
equipment’s reasonable useful lifetime. 
If the equipment’s reasonable useful 
lifetime (which is determined based on 
the date the equipment is first delivered 
rather than the age of the equipment) 
ends during a break in medical need, 
the supplier is under no obligation to 
continue furnishing the equipment once 
the beneficiary again has medical need 
for the oxygen. However, in accordance 
with § 414.210(f), the beneficiary may 
elect to obtain new equipment in these 
situations where the reasonable useful 
lifetime of the equipment ends during a 
break in need. If the beneficiary elects 
to obtain new equipment, a new 36- 
month rental period and a new 
reasonable useful lifetime (currently 5 
years for oxygen equipment) begin. 

We note that, in accordance with 
section 5101(b)(2)(B) of the DRA, the 
rental period for beneficiaries receiving 
oxygen equipment on December 31, 
2005, began on January 1, 2006. 
However, in accordance with 
§ 414.210(f)(1), the reasonable useful 
lifetime of durable medical equipment, 
including oxygen equipment, begins on 
the date that the equipment is first 
delivered to the beneficiary. The 
reasonable useful lifetime of oxygen 
equipment furnished to beneficiaries on 
December 31, 2005, was not adjusted to 
begin anew on January 1, 2006, to 
correspond with the start of the 36- 
month rental period. Therefore, in these 
situations, the equipment’s reasonable 
useful lifetime may end at any point 
during or after the 36-month rental 
period. 

For example, if oxygen equipment 
was delivered to a beneficiary on May 
1, 2003, and the beneficiary continued 
to use the equipment beyond January 1, 
2006, the 36-month rental period for the 
equipment would begin on January 1, 
2006, and end on December 31, 2008. 
However, because the reasonable useful 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00152 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69877 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

lifetime of the equipment ended on 
April 30, 2008, the beneficiary could 
have elected to obtain new oxygen 
equipment on May 1, 2008, prior to the 
end of the 36-month rental period for 
the equipment. In another example, if 
oxygen equipment was delivered to a 
beneficiary on July 1, 2004, and the 
beneficiary continued to use the 
equipment beyond January 1, 2006, the 
36-month rental period for the 
equipment began on January 1, 2006, 
and will end on December 31, 2008. In 
this case, the reasonable useful lifetime 
of the equipment would end on June 30, 
2009, and the beneficiary could elect to 
obtain new oxygen equipment on July 1, 
2009, only 6 months after the end of the 
36-month rental period for the 
equipment. In these situations, a new 
36-month rental period and a new 
reasonable useful lifetime (for the new 
equipment) would begin after the end of 
the existing equipment’s reasonable 
useful lifetime if the beneficiary elects 
to obtain new equipment. 

We are also revising § 414.210(e)(1), 
(2), (e)(4) and (e)(5) to delete regulatory 
text which relates to beneficiary 
ownership of oxygen equipment. In 
addition, we are deleting § 414.210(e)(3) 
because beneficiaries will no longer 
own oxygen tanks and cylinders. 
Because § 414.210(e)(3) is being deleted, 
we are redesignating § 414.210(e)(4) and 
§ 414.210(e)(5) as § 414.210(e)(3) and 
§ 414.210(e)(4), respectively. 

We are also modifying § 414.226 to 
state that the protection against supplier 
replacement of oxygen equipment, 
unless an exception applies, continues 
to be in effect after the 36-month rental 
period ends. Specifically, we are 
revising § 414.226(g)(2) to indicate that 
this prohibition applies until the 
expiration of the reasonable useful 
lifetime established for the equipment. 
As discussed in the November 9, 2006 
final rule (71 FR 65894), we believe this 
is a necessary safeguard for the 
beneficiary against changes in 
equipment made by the supplier in 
order to maximize payments resulting 
from moving from one payment class or 
modality to another. Finally, we are 
deleting § 414.226(g)(4) because the 
transfer of ownership of oxygen 
equipment provision has been repealed, 
rendering this provision inapplicable. 

b. Payment for Oxygen Contents After 
the Rental Cap 

Section 144(b)(1) of the MIPPA 
amends section 1834(a)(5)(F)(ii)(II) of 
the Act and requires us to continue to 
make payments to suppliers for 
furnishing oxygen contents after the 36- 
month rental cap for oxygen equipment 
ends. Under this provision, an oxygen 

supplier that furnished liquid or 
gaseous oxygen equipment during the 
36-month rental period, and is required 
by section 1834(a)(5)(F)(ii)(I) of the Act 
to continue furnishing the equipment 
after the 36-month rental period ends, 
will receive payment for furnishing 
oxygen contents necessary for use with 
liquid or gaseous oxygen equipment 
after the 36-month rental period. 
Section 1834(a)(5)(F)(ii)(II) of the Act 
establishes the payment amount for the 
oxygen contents as that set forth in 
section 1834(a)(9) of the Act. 

We are revising § 414.226(d) and (f) to 
specify that payment shall be made for 
oxygen contents for use with supplier- 
owned liquid or gaseous oxygen 
equipment furnished after the 36-month 
rental period. An oxygen supplier that 
furnishes liquid or gaseous oxygen 
equipment during a 36-month rental 
period must continue to furnish both 
the oxygen equipment and contents for 
any period of medical need for the 
remainder of the reasonable useful 
lifetime of the liquid or gaseous oxygen 
equipment established in accordance 
with § 414.210(f)(1). 

This requirement is necessary because 
liquid and gaseous oxygen systems 
(stationary and portable) require on- 
going delivery of oxygen contents in 
tanks or cylinders to furnish oxygen to 
the patient. When read in conjunction 
with section 1834(a)(5)(F)(ii)(II) of the 
Act, we interpret the mandate in section 
1834(a)(5)(F)(ii)(I) of the Act to include 
oxygen contents, as well as oxygen 
equipment, given the nature of this 
benefit and the requirement that 
Medicare continue to pay for oxygen 
contents following the 36-month rental 
period. 

As noted in section III.J.2.a. of this 
final rule with comment period, we are 
revising § 414.226(f) to specify that the 
supplier must make arrangements for 
the beneficiary to continue receiving the 
equipment if the beneficiary relocates at 
some time after the 36-month rental 
period but before the end of the 
reasonable useful lifetime of the 
equipment. Likewise, for the reasons set 
forth in section III.J.2.a. above, we are 
revising § 414.226(f) to specify that, in 
the case of liquid or gaseous equipment 
(stationary and portable) the supplier 
must make arrangements for the 
beneficiary to continue receiving oxygen 
contents if the beneficiary relocates at 
some time after the 36-month rental 
period but before the end of the 
reasonable useful lifetime of the liquid 
or gaseous equipment (stationary and 
portable). The supplier must make 
arrangements for the beneficiary to 
continue receiving the oxygen contents 

and equipment at his or her new 
residence. 

c. Maintenance and Servicing of 
Supplier-Owned Oxygen Equipment 
After the Rental Cap 

Section 1834(a)(5)(F)(ii)(III) of the Act, 
as amended by section 144(b)(1) of the 
MIPPA, authorizes payments for 
maintenance and servicing of supplier- 
owned oxygen equipment after the 36- 
month rental period if the Secretary 
determines that such payments are 
reasonable and necessary. Section 
5101(b)(1) of the DRA previously 
authorized payment for reasonable and 
necessary maintenance and servicing of 
beneficiary-owned oxygen equipment. 

i. Current Payment for Maintenance and 
Servicing of Oxygen Equipment 

In the August 3, 2006 proposed rule 
for implementing section 5101(b) of the 
DRA (71 FR 44082), we discussed the 
fact that it is longstanding Medicare 
policy to pay for repair (fixing or 
mending) of beneficiary-owned DME if 
such services are necessary to keep the 
equipment functioning. It is also 
longstanding Medicare policy to pay for 
non-routine maintenance of beneficiary- 
owned DME (that is, extensive 
maintenance that must be performed by 
skilled technicians). These policies were 
discussed in the November 9, 2006 final 
rule (71 FR 65918) and are set forth in 
§ 414.210(e)(1) and sections 40 and 50 of 
chapter 20 of the Medicare Claims 
Processing Manual (Pub. 100–04). In 
keeping with these longstanding 
Medicare policies, we proposed to pay 
for both services when performed on 
beneficiary-owned oxygen equipment 
following passage of the DRA (see the 
proposed rule published on August 3, 
2006 (71 FR 44082)). 

In response to the August 3, 2006 
proposed rule, we received public 
comments concerning the safe use and 
maintenance and servicing of oxygen 
equipment once the supplier transferred 
title of the equipment to the beneficiary. 
Commenters raised concerns that 
beneficiaries would be unable to 
properly maintain their equipment and 
that unless Medicare paid for 
maintenance and servicing of 
beneficiary-owned equipment, suppliers 
would not have any incentive to provide 
these services. 

In response to these concerns, we 
finalized our proposal to pay for 
necessary repairs and non-routine 
maintenance of beneficiary-owned 
oxygen equipment (See 71 FR 65917 
through 65919) in accordance with the 
rules set forth at § 414.210(e). In 
addition, we revised § 414.210(e) to 
allow for payment for general 
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maintenance and servicing of 
beneficiary-owned oxygen equipment 
other than liquid or gaseous equipment 
(stationary and portable). 

Section 414.210(e)(2) authorized 
payment for 30 minutes of labor for 
general maintenance and servicing of 
beneficiary-owned oxygen transfilling 
equipment and stationary or portable 
oxygen concentrators every 6 months, 
beginning 6 months after transfer of title 
to the equipment to the beneficiary. 
Medicare also made payment for parts 
replaced during the general 
maintenance and servicing of the 
beneficiary-owned oxygen equipment. 
As indicated in the November 9, 2006 
final rule (71 FR 65917), we consider 
this payment for general maintenance 
and servicing to be an important 
beneficiary safeguard. The maintenance 
and servicing payments encourage 
suppliers to keep beneficiary-owned 
oxygen equipment in good repair which 
ensures the safety of the beneficiary. 

The payment authorized by 
§ 414.210(e)(2) did not apply to liquid or 
gaseous oxygen equipment (stationary 
or portable) because we believe the 
supplier should ensure that the tanks 
and cylinders are functioning properly 
at the time it is furnishing oxygen 
contents. 

Also, in response to concerns 
regarding the safe use and disposal of 
beneficiary-owned oxygen tanks and 
cylinders, we revised § 414.210(e)(3) to 
allow payment for pick up of 
beneficiary-owned oxygen tanks and 
cylinders that are no longer medically 
necessary. 

ii. Revisions as a Result of the MIPPA 

(1) Findings Related to Non-Routine 
Maintenance and Servicing (Including 
Repair) 

Section 1834(a)(5)(F)(ii)(III), as 
amended by section 144(b)(1) of the 
MIPPA, authorizes similar payments for 
maintenance and servicing of supplier- 
owned oxygen equipment furnished 
after the 36-month rental period if we 
determine such payments are reasonable 
and necessary. Based on a careful 
review of this issue, as discussed below, 
we have determined that at this time it 
is not reasonable and necessary to pay 
for non-routine maintenance and 
servicing (including repair) of supplier- 
owned oxygen equipment. Given that 
the supplier owns the equipment, we 
believe that the supplier should be 
responsible for maintaining their 
equipment in working order as they did 
during the 36-month rental period. 

In addition, oxygen equipment is 
largely reliable equipment which 
requires minimal maintenance and 

servicing during the first 5 years of use. 
Warranties covering 5 years are 
generally available for the top selling 
brands of oxygen equipment and as 
discussed in the November 9, 2006 final 
rule (71 FR 65917), we understand from 
manufacturers that such products are 
generally dependable. The Department 
of Veterans Affairs (VA) has reported to 
us that, based on their experience, 
oxygen concentrators will usually 
operate for 5 years without the need for 
significant repair or replacement of 
costly parts. The VA purchases and 
maintains oxygen equipment, including 
oxygen concentrators, for veterans 
through its Veterans Integrated Service 
Network (VISN). 

In a September 2006 report entitled 
‘‘Medicare Home Oxygen Equipment: 
Cost and Servicing,’’ (OEI–09–04– 
00420), the Office of Inspector General 
(OIG) of the Department of Health and 
Human Services similarly found that 
only minimal servicing and 
maintenance for oxygen concentrators 
and portable equipment is necessary. 
The OIG also found that suppliers train 
beneficiaries to perform routine 
maintenance of the equipment. As noted 
in that report, services performed by 
suppliers during visits to the homes of 
beneficiaries to perform maintenance 
and servicing of oxygen concentrators 
include checking the flow rate 
prescribed by the physician and 
checking the concentration of oxygen 
delivered by the unit. 

Moreover, the OIG found that only 22 
percent of Medicare beneficiaries use 
oxygen equipment for 36 months or 
more. Therefore, oxygen equipment is 
returned to suppliers before the end of 
the 36-month rental period in 
approximately 78 percent of cases, and 
suppliers are then able to furnish the 
equipment to other beneficiaries, 
starting new 36-month periods of rental 
payments for the same equipment. 
Based on current Medicare fee schedule 
amounts, during a 5-year period in 
which a supplier rents an oxygen 
concentrator to multiple beneficiaries, 
each using the equipment for less than 
36 months, the supplier is paid $11,957 
for furnishing the oxygen concentrator, 
the average cost of which was found by 
the OIG to be $587. Even in the minority 
of cases in which beneficiaries use 
oxygen equipment for more than 36 
months, the supplier is paid $7,174 for 
furnishing the equipment. Given this 
level of reimbursement, it is reasonable 
to assume that each Medicare 
beneficiary should be receiving a fairly 
new piece of oxygen equipment. If the 
supplier chooses instead to provide 
older equipment to the beneficiary, we 
expect that the supplier, and not 

Medicare or the beneficiary, should be 
responsible for performing any non- 
routine maintenance and servicing 
(including repair) of the supplier-owned 
equipment to ensure that it continues to 
function properly during the 5-year 
reasonable useful lifetime of the 
equipment. 

(2) Finding Related to Routine 
Maintenance and Servicing 

We have determined at this time that 
it is not reasonable and necessary to 
make payments for repair or non-routine 
maintenance and servicing (including 
repair) of supplier-owned oxygen 
equipment. We have made an initial 
determination that payments for 
periodic, in-home visits by suppliers to 
inspect certain oxygen equipment and 
provide general maintenance and 
servicing during these visits are 
reasonable and necessary for the safety 
of the beneficiary. Therefore, for CY 
2009 only, we are revising 
§ 414.210(e)(2), which provides 
payment for general maintenance and 
servicing of certain beneficiary-owned 
oxygen equipment, to apply to routine 
maintenance and servicing of supplier- 
owned oxygen concentrators and 
transfilling equipment furnished after 
the 36-month rental period consistent 
with our authority in section 
1834(a)(5)(F)(ii)(III) of the Act. Based on 
our preliminary analysis, we believe 
that payments in CY 2009 for periodic 
inspection and general maintenance and 
servicing of oxygen concentrators and 
transfilling equipment are reasonable 
and necessary for the safety of 
beneficiaries. Therefore, for CY 2009 
only, we will make payments when the 
supplier performs a routine 
maintenance and servicing visit 
following each period of continuous use 
of 6 months after the 36-month rental 
period ends. Determining a period of 
continuous use is governed by 
§ 414.230, which we discussed in 
section III.J.2.a. above. 

Payments for a routine maintenance 
and servicing visit in CY 2009 will be 
made when the beneficiary is at home 
or at a temporary residence (for 
example, a vacation residence). For each 
visit, we believe that it is appropriate to 
provide payment for 30 minutes of labor 
for general maintenance and servicing of 
oxygen equipment other than liquid or 
gaseous equipment (stationary and 
portable). As we indicated in the 
November 9, 2006 final rule for 
implementing section 5101(b) of the 
DRA (71 FR 65917), we believe that 
payment for 30 minutes of labor will 
adequately compensate suppliers for 
general maintenance and servicing visits 
based on findings by the OIG in their 
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September 2006 report (OEI–09–04– 
00420) that many routine maintenance 
activities performed by suppliers on 
concentrators could be performed 
within that timeframe. 

We expect that the primary purpose of 
the periodic visit would be to check the 
supplier-owned oxygen equipment to 
ensure that it will continue to function 
properly for the succeeding 6-month 
period of continuous use and does not 
need to be replaced. We are revising 
§ 414.210(e)(2) to permit payment in CY 
2009 for general maintenance and 
servicing of supplier-owned oxygen 
equipment beginning 6 months after the 
end of the 36-month rental period. 

As a result, we will make payments 
under § 414.210(e)(2) only for an actual 
visit to the beneficiary’s home or 
temporary residence. This provision is 
generally consistent with the additional 
maintenance and servicing payments 
established at § 414.210(e)(2) after the 
enactment of the DRA, except that, in 
light of the repeal of transfer of title for 
oxygen equipment provisions, separate 
payment will not be made for parts 
replaced during the routine 
maintenance and servicing visit. If parts 
need to be replaced in order to make 
supplier-owned equipment suitable for 
the beneficiary, we believe that the 
supplier should be responsible for 
replacing the parts on equipment from 
their inventory in order to meet the 
beneficiary’s medical need for oxygen. 

We will make payments for general 
maintenance and servicing of oxygen 
concentrators and transfilling 
equipment as discussed above. 
However, we welcome comments from 
interested parties on this issue, 
especially regarding whether these 
payments should continue past CY 2009 
in light of the OIG’s findings that only 
minimal maintenance and servicing of 
oxygen equipment is necessary and that 
suppliers continue to own the 
equipment. 

K. Section 145: Clinical Laboratory Tests 

Outpatient clinical laboratory services 
are paid under the clinical laboratory 
fee schedule (CLFS) in accordance with 
section 1833(h) of the Act. Section 
1833(h)(2)(A)(i) of the Act specifies that 
the fee schedules are adjusted annually, 
to become effective on January 1 of each 
year, by a percentage increase or 
decrease equal to the percentage 
increase or decrease in the Consumer 
Price Index for All Urban Consumers 
(United States city average) (CPI–U). 
The Congress has frozen the update to 
zero percent for CYs 2004 through 2008. 
The freeze on the annual update expires 
beginning January 1, 2009. 

For the period beginning January 1, 
2009, the update factor for the clinical 
lab fee schedule would be 5.0 percent. 
However, section 145(b) of the MIPPA 
reduces this increase by 0.5 percent for 
each of the years 2009 through 2013. 
Therefore, for the period January 1, 
2009, through December 31, 2009, 
payments under the Clinical Laboratory 
Fee Schedule will be increased by 4.5 
percent. 

L. Section 146: Improved Access to 
Ambulance Services 

Section 146(a) of the MIPAA modifies 
section 1834(l)(13) of the Act to specify 
that, effective for ground ambulance 
claims furnished during the period July 
1, 2008, the ambulance fee schedule 
through December 31, 2009 amounts for 
ground ambulance services shall be 
increased as follows: 

• For covered ground ambulance 
transports which originate in a rural 
area or in a rural census tract of a 
metropolitan statistical area, the fee 
schedule amounts shall be increased by 
3 percent; and 

• For covered ground ambulance 
transports which do not originate in a 
rural area or in a rural census tract of 
a metropolitan statistical area, the fee 
schedule amounts shall be increased by 
2 percent. 

We are revising § 414.610(c)(1) to 
conform the regulations to this statutory 
requirement. This statutory requirement 
is self-implementing. A plain reading of 
the statute requires only a ministerial 
application of the mandated rate 
increase, and does not require any 
substantive exercise of discretion on the 
part of the Secretary. We note that in 
adding language to § 414.610(c)(1) to set 
forth this statutory requirement, we 
have also divided it into 2 paragraphs 
for purposes of clarity. 

In addition, section 146(b)(1) of the 
MIPPA specifies that any area that was 
designated as a rural area for purposes 
of making payments under the 
ambulance fee schedule for air 
ambulance services furnished on 
December 31, 2006, shall be treated as 
a rural area for purposes of making 
payments under the ambulance fee 
schedule for air ambulance services 
furnished during the period July 1, 2008 
through December 31, 2009. 
Accordingly, for areas that were 
designated rural on December 31, 2006, 
and were subsequently redesignated as 
urban, we have re-established the 
‘‘rural’’ indicator on the zip code file for 
air ambulance services effective July 1, 
2008. We are revising § 414.610 to add 
a new paragraph (h) to conform the 
regulations to this statutory 
requirement. This statutory requirement 

is self-implementing. A plain reading of 
the statute requires only a ministerial 
application of a rural indicator, and 
does not require any substantive 
exercise of discretion on the part of the 
Secretary. 

M. Section 149: Adding Certain Entities 
as Originating Sites for Payment of 
Telehealth Services 

Section 1834(m)(4)(C) of the Act 
defines a telehealth ‘‘originating site’’ to 
mean only those sites described in the 
statute at which an eligible telehealth 
individual is located at the time the 
service is furnished via a 
telecommunications system. The statute 
requires originating sites to be located in 
an area that is designated as a rural 
health professional shortage area under 
section 332(a)(1)(A) of the Public Health 
Service Act (42 U.S.C. 254e(a)(1)(A)); in 
a county that is not included in a 
Metropolitan Statistical Area; or in an 
entity that participates in a Federal 
telemedicine demonstration project that 
has been approved by (or receives 
funding from) the Secretary of Health 
and Human Services as of December 31, 
2000. Previously, the statute described 
the following originating sites: the office 
of a physician or practitioner; a critical 
access hospital (as defined in section 
1861(mm)(1) of the Act); a rural health 
clinic (as defined in section 1861(aa)(2) 
of the Act); a Federally qualified health 
center (as defined in section 1861(aa)(4) 
of the Act); and a hospital (as defined 
in section 1861(e) of the Act). 

Section 149 of the MIPPA amended 
section 1834 of the Act to add certain 
entities as originating sites for payment 
of telehealth services. As explained 
further below, MIPPA also amended 
section 1888(e)(2)(A)(ii) of the Act to 
exclude telehealth services furnished 
under section 1834(m)(4)(C)(ii)(VII) 
from the consolidated billing provisions 
of the skilled nursing facility 
prospective payment system (SNF PPS). 

With respect to a telehealth service, 
subject to section 1833(a)(1)(U) of the 
Act, we pay a facility fee to the 
originating site. The originating site 
facility fee is a separately billable Part 
B payment, and we pay it to eligible 
originating sites outside of other 
payment methodologies. As discussed 
in section X. of this final rule with 
comment period, the originating site 
facility fee for CY 2009 is $23.72. 

Other than adding certain entities as 
originating sites for payment of 
telehealth services, the MIPPA did not 
change the existing telehealth eligibility 
criteria, or payment and billing 
requirements related to telehealth 
services. Therefore, for the telehealth 
originating sites added by section 149 of 
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the MIPPA, we are adopting policies 
similar to existing policies with respect 
to the provision of, and payment for, 
telehealth services in the various 
originating sites. We are adopting these 
policies for CY 2009 on an interim final 
basis, and will respond to any 
comments and finalize our policies in 
subsequent rulemaking. 

Telehealth is a delivery mechanism 
for otherwise payable Part B services. 
We pay distant site physicians or 
practitioners for Medicare telehealth 
services only if the service is separately 
payable under the PFS when furnished 
in a face-to-face encounter at that 
location. For example, we pay distant 
site physicians or practitioners for 
furnishing services via telehealth only if 
such services are not included in a 
bundled payment to the facility that 
serves as the originating site. 

The regulations relating to the 
Medicare telehealth provisions under 
section 1834(m) of the Act are at 
§ 410.78, which specifies the conditions 
of payment for telehealth services, and 
§ 414.65, which specifies the payment 
rules for telehealth services. (See also 
the CMS Internet-Only Medicare Benefit 
Policy Manual, Pub. 100–02, Chapter 
15, Section 270, and the CMS Internet- 
Only Medicare Claims Processing 
Manual, Pub. 100–04, Chapter 12, 
Section 190 for more information on 
Medicare telehealth services and for 
updated instructions for billing the 
originating site facility fee.) 

As noted previously, the telehealth 
originating site facility fee is a 
separately billable Part B payment that 
is payable outside of any other payment 
methodology. Renal Dialysis Centers, 
Community Mental Health Centers, and 
SNFs are all paid based under different 
payment systems. 

Renal Dialysis Centers 
Section 149 of the MIPPA added 

hospital-based or CAH-based renal 
dialysis centers (including satellites) to 
the list of originating sites for Medicare 
telehealth services. As defined in 
§ 405.2102, a renal dialysis center is a 
hospital unit or satellite approved to 
furnish outpatient maintenance dialysis 
services required for the care of end- 
stage renal disease (ESRD) dialysis 
patients. Independent renal dialysis 
facilities are not authorized in the law 
to serve as originating sites for Medicare 
telehealth services. Medicare pays for 
outpatient maintenance dialysis services 
based on a case-mix adjusted composite 
rate which includes the cost of some 
drugs, laboratory tests, and other items 
and services routinely furnished to 
dialysis patients. Medicare pays 
separately for physicians’ professional 

services, separately billable laboratory 
tests, and separately billable drugs 
furnished in ESRD facilities. When a 
hospital-based or CAH-based renal 
dialysis center (or their satellite) serves 
as the originating site for a Medicare 
telehealth service, the originating site 
facility fee is payable in addition to any 
case-mix adjusted composite rate or, as 
explained further below, any monthly 
capitation payment (MCP) amount. The 
originating site facility fee is a 
separately billable Part B payment. 

The Medicare composite rate for 
ESRD facilities includes payment for 
social and dietetic services to meet the 
needs of the ESRD patient. To prevent 
duplicate payment for services that the 
renal dialysis center is required to 
furnish directly, and for which payment 
is included in the case-mix adjusted 
composite rate, we will not pay 
separately for the services of clinical 
social workers (CSW), registered 
dietitians, and nutrition professionals 
furnished via telehealth to ESRD 
outpatients in renal dialysis centers. 

Physicians and practitioners 
managing ESRD facility patients are 
paid a monthly rate (the MCP) for most 
outpatient maintenance dialysis-related 
physician services furnished to a 
Medicare ESRD beneficiary. The MCP 
amount varies based on the number of 
visits provided within each month and 
the age of the ESRD beneficiary. 

When the MCP is billed for ESRD- 
related services with 2 or 3 visits per 
month or for ESRD-related services with 
4 or more visits per month, some of the 
visits may be furnished as a telehealth 
service. However, at least one visit per 
month is required to be furnished by the 
physician or practitioner in person to 
examine the vascular access site. A 
clinical examination of the vascular 
access site must be furnished once per 
month face-to-face (not as a telehealth 
service) by a physician, nurse 
practitioner, or physician’s assistant. 

Consistent with existing policy, non- 
ESRD-related physicians’ services may 
be furnished via telehealth by the 
physician or practitioner who furnishes 
renal care or by another physician or 
practitioner. These are services that are 
not incidental to services furnished 
during a dialysis session or office visits 
necessitated by the renal condition. The 
physician or practitioner must provide 
documentation that the illness is not 
related to the renal condition and that 
the additional visits are medically 
necessary. The Medicare contractor’s 
medical staff determines whether 
additional reimbursement is warranted 
for treatment of the unrelated illness. 
Medicare does not pay separately for 
ESRD-related services furnished via 

telehealth that are covered by the MCP. 
(See the CMS Internet-Only Medicare 
Claims Processing Manual, Pub. 100–04, 
Chapter 8, Section 140, for more 
information on Medicare policy 
regarding the monthly capitation 
payment method for physicians’ 
services.) 

Community Mental Health Centers 
Section 149 of the MIPPA added 

community mental health centers 
(CMHCs), as defined in section 
1861(ff)(3)(B) of the Act, to the list of 
originating sites for Medicare telehealth 
services. The Medicare statute 
recognizes CMHCs as ‘‘providers of 
services’’ for purposes of furnishing 
partial hospitalization programs (PHP). 
PHPs are structured and intensive 
programs consisting of a group of 
mental health services paid on a per 
diem basis under the OPPS. A CMHC 
receives a per diem payment for each 
PHP day, which consists of a minimum 
of three PHP services. The HCPCS codes 
that are eligible for PHP services and 
count towards the number of PHP 
service units required to receive the per 
diem payment were originally defined 
in the April 7, 2000, OPPS final rule 
with comment period (65 FR 18454). 

The Medicare telehealth originating 
site facility fee is not a PHP service and, 
as such, it does not count towards the 
number of PHP services for purposes of 
determining payment to a CMHC for 
partial hospitalization services. The 
originating site facility fee is not 
bundled into the per diem payment for 
partial hospitalization. With respect to a 
Medicare telehealth service furnished 
by a physician or practitioner to a 
beneficiary at a CMHC, the originating 
site facility fee is separately payable 
under Part B. 

Consistent with existing policy, 
physicians and practitioners furnishing 
services to beneficiaries in CMHCs can 
bill Medicare Part B for telehealth 
services as long as the service would be 
separately payable under the PFS when 
furnished in a face-to-face encounter at 
that location. However, as noted above, 
PHP services furnished via telehealth 
will not be included in the count of 
services used to determine whether the 
CMHC should receive a PHP per diem 
payment. Rather, in order to avoid 
duplicate payment, the facility is paid 
for its role in furnishing telehealth 
services through the originating site 
facility fee. Regardless of whether the 
CMHC has provided the minimum 
number of PHP services to receive a per 
diem payment, CMHCs can bill and 
receive payment for the originating site 
facility fee with respect to a Medicare 
telehealth service that would otherwise 
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be eligible for payment at the CMHC. 
(See the CMS Internet-Only Medicare 
Claims Processing Manual, Pub. 100–04, 
Chapter 4, Section 260, for more 
information on Medicare payment 
policy regarding partial hospitalization 
program services.) 

The PHP per diem payment includes 
the services of clinical social workers 
(CSWs) and other support staff trained 
to work with psychiatric patients. CSW 
services furnished under a PHP are 
included in the partial hospitalization 
rate. To prevent duplicate payment for 
services that the CMHC is required to 
furnish and that are paid to the CMHC 
through the PHP per diem payment, 
Medicare does not pay separately for the 
services of CSWs furnished via 
telehealth to beneficiaries receiving 
partial hospitalization services in a 
CMHC. 

Skilled Nursing Facilities 
Section 149 of the MIPPA added 

skilled nursing facilities (SNFs), as 
defined in section 1819(a) of the 
Medicare statute, to the list of 
originating sites for Medicare telehealth 
services. For residents in a covered Part 
A SNF stay, the SNF receives a bundled 
per diem payment under the SNF PPS 
for all covered skilled nursing facility 
services as defined under section 
1888(e)(2)(A) of the statute. The 
conforming amendment in section 
149(b) of the MIPPA amended section 
1888(e)(2)(A)(ii) of the Act to exclude 
telehealth services furnished under 
section 1834(m)(4)(C)(ii)(VII) of the 
Medicare statute from the definition of 
‘‘covered skilled nursing facility 
services’’ that are paid under the SNF 
PPS. Therefore, when a SNF serves as 
the originating site for Medicare 
telehealth services, the SNF can receive 
separate payment for a telehealth 
originating site facility fee even in those 
instances where it also receives a 
bundled per diem payment under the 
SNF PPS for a resident’s covered Part A 
stay. Moreover, not only would the 
originating site facility fee be separately 
billable outside of the SNF PPS, but so 
would those professional services 
(furnished at the distant site) that meet 
the criteria specified in section 
1834(m)(2)(A) of the Act for payment as 
Medicare telehealth services. As 
indicated previously, under section 
1834(m)(2)(A) of the Act, telehealth is a 
delivery mechanism for otherwise 
payable Part B services; that is, services 
which would be separately payable 
under Part B if ‘‘* * * furnished 
without the use of a telecommunications 
system’’ (emphasis added). This means 
that distant site professional services 
can qualify for separate telehealth 

payment only to the extent that they are 
not already included within a bundled 
payment to the facility that serves as the 
originating site. Thus, services 
furnished to a SNF resident from the 
distant site by a physician, physician 
assistant, nurse practitioner, clinical 
nurse specialist, certified nurse- 
midwife, or qualified psychologist 
would be separately billable as 
telehealth services, as the services of all 
of these practitioner types are excluded 
from payment under the SNF PPS under 
section 1888(e)(2)(A)(ii) of the Act. 
However, the services of other 
practitioners such as clinical social 
workers (CSWs), registered dietitians, 
and nutrition professionals are subject 
to SNF consolidated billing when 
furnished to the SNF’s Part A resident. 
In order to avoid duplicate payment, 
telehealth services furnished by these 
practitioners would be separately 
billable telehealth services only in those 
cases where the SNF resident who 
receives them is not in a covered Part A 
stay. 

Thus, for services that SNF residents 
receive during the course of a covered 
Part A stay, the MIPPA’s designation of 
a SNF as a telehealth setting effectively 
leaves unchanged the scope of the 
bundled per diem payment that the SNF 
PPS makes for the covered stay itself. 
Accordingly, the use of telehealth as a 
vehicle for service delivery would not 
serve to bundle types of services (such 
as those of physicians) that are 
otherwise separately payable under Part 
B when furnished to such residents, nor 
would it serve to unbundle types of 
services (such as those of CSWs) that are 
otherwise included within the bundled 
SNF PPS payment. 

In order to reflect this conforming 
amendment, we are revising the 
implementing regulations at 
§ 411.15(p)(2) to include an additional 
clause, which specifies that types of 
services that would otherwise be 
excluded from SNF consolidated billing 
when furnished in a face-to-face 
encounter are also excluded when 
furnished via telehealth under section 
1834(m)(4)(C)(ii)(VII) of the Act. 
Consistent with the preceding 
discussion, this revision serves to clarify 
that a type of service (such as a 
physician service) that is otherwise 
excluded from SNF consolidated billing 
does not become subject to that 
provision merely by virtue of being 
furnished via telehealth. Similarly, we 
are including a conforming change in 
the regulations at § 489.20(s) that 
specify compliance with consolidated 
billing as a requirement under the SNF’s 
Medicare provider agreement. 

N. Section 153: Renal Dialysis 
Provisions 

The following changes affecting 
payment to ESRD facilities for ESRD 
services are effective January 1, 2009: 

• Under section 153(a)(1) of the 
MIPPA, the ESRD composite rate is 
increased by 1.0 percent for dialysis 
services furnished on or after January 1, 
2009, and before January 1, 2010. This 
will require us to update the adjusted 
drug add-on adjustment as explained in 
section H of the preamble of this final 
rule. 

• Section 153(a)(2) of the MIPPA 
requires that the composite rate paid to 
hospital-based facilities be the same as 
the composite rate paid to independent 
renal dialysis facilities for services 
furnished on or after January 1, 2009. In 
addition, section 153(a)(2) of the MIPPA 
requires that in applying the geographic 
index to hospital-based facilities, the 
labor share shall be based on the labor 
share otherwise applied for renal 
dialysis facilities. Accordingly, we are 
revising § 413.174, which describes the 
methodology for ESRD composite rates 
for hospital-based and independent 
facilities, to conform to the statutory 
requirement. These MIPPA provisions 
are self-implementing and require no 
substantive exercise of discretion on the 
part of the Secretary. They are discussed 
further in section II. H of the preamble 
of this final rule with comment period. 

IV. Potentially Misvalued Services 
Under the Physician Fee Schedule 

A. Valuing Services Under the Physician 
Fee Schedule 

As explained in the CY 2009 PFS 
proposed rule (73 FR 38582), the AMA 
RUC provides recommendations to CMS 
for the valuation of new and revised 
codes, as well as codes identified as 
misvalued under the 5-Year Review of 
Work. On an ongoing basis, the RUC’s 
PE Subcommittee reviews direct PE 
(clinical staff, medical supplies, medical 
equipment) for individual services and 
examines the many broad and 
methodological issues relating to the 
development of PE RVUs. 

There has been considerable concern 
expressed by the Medicare Payment 
Advisory Commission (MedPAC), the 
Congress, and other stakeholders in 
accurate pricing under the PFS. Despite 
the large increase in work RVUs for 
many medical visits during the last 5- 
Year Review of physician work, there 
continues to be concern that the 
presence of many overvalued 
procedures within the PFS 
disadvantages primary care services and 
creates distortions in the PFS. Critics 
have stated the relative imbalance in the 
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number of codes for which the work 
RVUs are increased rather than 
decreased in the three 5-Year Reviews of 
work RVUs. 

The RUC has created the 5-Year 
Review Identification Workgroup to 
respond to these concerns regarding the 
valuation of codes. The workgroup 
identified some potentially misvalued 
codes through several vehicles, namely, 
identifying codes with site of service 
anomalies, high intra-service work per 
unit time (IWPUT), and services with 
high volume growth. 

In the proposed rule, we indicated we 
would address the RUC’s 
recommendations from the February 
and April 2008 meetings for codes with 
site of service anomalies in the CY 2009 
PFS final rule with comment period in 
a manner consistent with the way we 
address other RUC recommendations 
and that the values for these services 
would be published as interim values 
for CY 2009. 

In addition to the RUC’s work, we 
believe that there are certain steps we 
can take to help address the issue of 
potentially misvalued services. A 
discussion of these steps are outlined 
below. 

1. Updating High Cost Supplies 
In the CY 2009 PFS proposed rule (73 

FR 38582), we proposed a process to 
update high-cost supplies over $150 
every 2 years. In order to obtain the 
typical price in the marketplace, we 
outlined examples of acceptable 
documentation and stated that we 
would not accept documentation that 
did not include specific pricing 
information. We also noted that if 
acceptable documentation was not 
received within the proposed rule’s 60- 
day comment period, we would use 
prices from the Internet, retail vendors, 
and supply catalogs to determine the 
appropriate cost; and, that we would 
use the lowest price identified by these 
sources. Table 25 in the proposed rule 
lists the top 65 high-cost supplies over 
$150 which needed specialty input for 
price updates. 

Comment: We received many 
comments on our proposed process. 
Some commenters expressed support for 
our proposal but others thought the 
process was flawed and burdensome. 
Some commenters stated that the third 
year of the 4-year transition of the PE 
RVUs to the bottom up methodology is 
an inappropriate time to update pricing 
and also believed that the repricing of 
only the high-cost supplies over $150 is 
unfair. MedPAC and others 
recommended that we use an 
independent entity to update this 
pricing information in order to capture 

the ‘‘average transaction prices’’ that 
reflect the discounts and rebates offered 
by the manufacturers. Some 
commenters submitted data on the high- 
cost supplies listed on the table. Of the 
65 high cost supplies listed, we received 
data on 53. 

Response: Although we received some 
data in response to our request for 
information on the top 65 high cost 
supplies over $150, much of what we 
received was not complete and did not 
represent typical market prices. Many 
specialty societies submitted quotes and 
list prices from manufacturers for the 
premier models of many supply items. 
Where there are less expensive 
alternatives for certain supply items, 
most commenters did not report this 
information so we could not determine 
what a typical price would be. We 
received no pricing information for 
some items and commenters explained 
the absence of some prices by saying a 
particular product was no longer being 
manufactured. In other cases, we 
received incomplete pricing 
information, for example, a typical stent 
size was not indicated. 

We appreciate the many thoughtful 
comments we received on the proposed 
process for updating high-cost supplies 
and believe this is an important area to 
consider when evaluating potentially 
overvalued services. However, we have 
decided not to finalize the proposed 
process at this time, and not to revise 
the prices for the supplies listed in the 
table. We plan to research the 
possibility of using an independent 
contractor to assist us in obtaining 
accurate pricing information. We plan to 
study the limitations of the data we 
received and determine how to revise 
our proposed process to elicit better 
data. We will propose a revised process 
in future rulemaking. 

2. Review of Services Often Billed 
Together and the Possibility of 
Expanding the Multiple Procedure 
Payment Reduction (MPPR) to 
Additional Non-Surgical Procedures 

In the CY 2009 PFS proposed rule, we 
stated that we plan to perform data 
analysis on non-surgical CPT codes that 
are often billed together (for example, 60 
to 70 percent of the time). This would 
determine if there are inequities in PFS 
payments that are a result of variations 
between services or in the 
comprehensiveness of the codes used to 
report the services or in the payment 
policies applied to each (for example, 
global surgery and MPPRs). The 
rationale for the MPPR is that clinical 
labor activities, supplies and equipment 
may not be performed or furnished 
twice when multiple procedures are 

performed. We stated that we would 
consider developing a proposal either to 
bundle additional services or expand 
application of the MPPR to additional 
procedures. 

Comment: MedPAC requested that we 
consider duplicative physician work, as 
well as PE, in any expansion of the 
MPPR. Several specialty groups noted 
that the AMA RUC has already taken 
action to identify frequently occurring 
code pairs. The commenters support the 
AMA RUC’s recommendation that CMS 
analyze data to identify nonsurgical CPT 
codes that are billed together 90 to 95 
percent of the time. Other commenters 
did not believe a broad-based 
application of the MPPR to non-surgical 
services was appropriate. 

Response: Based on the comments 
received, we will continue to work with 
the AMA RUC, MedPAC, and the 
specialty societies to determine whether 
there are additional services that should 
be either bundled or subjected to a 
MPPR. 

B. Requested Approaches for the RUC 
To Utilize 

In the CY 2009 PFS proposed rule, we 
identified methods that the AMA RUC 
could undertake to assist in identifying 
potentially misvalued services 
including reviewing: (1) The Fastest 
Growing Procedure Codes; (2) the 
Harvard-Valued Codes; and (3) PE RVUs 
(see 73 FR 38586). 

Comment: We received many 
comments on this issue from various 
specialty groups and medical societies. 
Some commenters supported our 
proposed approaches and looked 
forward to participating in the process, 
while others expressed concern. Some 
specialty societies are opposed to our 
selection of the fastest growing 
procedure codes based solely on their 
rate of growth and total spending and 
cautioned CMS to consider the clinical 
justification for increased utilization 
before making any decisions to reduce 
the payment rates for these services. 

The AMA and the AMA RUC both 
look forward to working with CMS on 
the review of the fastest growing 
procedure codes and have developed 
plans to address these codes. The AMA 
RUC noted that there are 2,856 services 
that contain Harvard-based time inputs 
that have not been surveyed since the 
Harvard studies. The AMA RUC 
conducted an analysis of Harvard- 
valued services with utilization above 
10,000 services per year, which resulted 
in a list of 296 distinct services. The 
AMA RUC believes it would be effective 
to limit any review to these 296 services 
or fewer. The AMA RUC also noted that 
of the 296 services identified, 23 have 
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already been identified by another 
screen and are being reviewed. 

MedPAC supports our plan to review 
the fastest growing procedures codes, 
services often furnished together, and 
the Harvard-valued codes and believes 
it is consistent with their previous 
recommendations to CMS. MedPAC 
disagrees with the process for 
identifying misvalued services. 
MedPAC believes that it is our 
responsibility to identify potentially 
misvalued services and that we should 
establish a standing panel of experts to 
help identify overvalued services and to 
review AMA RUC recommendations. 

The AMA RUC, MedPAC and other 
specialty societies requested that we 
clarify the timing of the 5-Year Review 
of PE RVUs. The AMA RUC believes 
that the increases to PE RVUs for some 
codes are not attributable to the direct 
inputs of the codes under the PE 
methodology transition. Rather, the 
AMA RUC believes the increases are 
attributable to our acceptance and 
incorporation of supplemental survey 
data for certain specialties. MedPAC 
supports the review of PE inputs for the 
fastest growing procedure codes. 
MedPAC also requests that CMS and the 
AMA RUC review the PE inputs of high- 
volume codes, particularly those whose 
inputs are not based on physician 
surveys. 

Response: We look forward to 
continuing to work with the AMA RUC 
in reviewing these issues and receiving 
alternative approaches for identifying 
misvalued codes from the specialty 
societies. We are aware that these 
approaches are long-term and will 
require time and effort from the AMA 
RUC and specialty societies to complete 
these reviews. We also believe the 
outlined approaches will address 
MedPAC’s concerns. In selecting these 
codes and reviewing the AMA RUC’s 
recommendations regarding misvalued 

codes we have taken into consideration 
whether there is a clinical rationale for 
increased utilization, and we will 
continue to take this into consideration 
in future reviews. 

C. AMA RUC Review of Potentially 
Misvalued Codes 

The AMA RUC started to review 
potentially misvalued codes using 
various screens, including codes with 
site of service and high IWPUT 
anomalies and high volume and a new 
technology designation, at the 2008 
AMA RUC meetings. Review of the 
identified clinical services revealed 204 
codes. Of those codes, 48 were 
recommended for a reduction in 
valuation; 38 were recommended to 
maintain the same valuation; 105 were 
referred to CPT for further code 
clarification; and 13 were recommended 
for an increase in valuation. 

All of these codes were reviewed and 
revalued by the AMA RUC; other than 
the codes referred to CPT, we have 
agreed to accept the valuation for these 
codes for CY 2009, including the 
conforming changes to the PE inputs for 
these codes, as applicable. We recognize 
that many of the site of service anomaly 
code changes included deletion or 
modification of hospital days, office 
visits, intraservice time, and discharge 
day management services. We have 
concerns that the methodology used by 
the AMA RUC to review the services 
may have resulted in removal of 
hospital days and deletion or 
reallocation of office visits without 
extraction of the associated RVUs. We 
also have concerns about the 
methodology used to value the high 
IWPUT and new technology codes. We 
note that the high volume codes have 
been referred to CPT. 

Although we have some questions or 
concerns with certain aspects of the 
AMA RUC reviews of these codes, we 

believe the AMA RUC-recommended 
valuations are still a better 
representation of the resources used to 
furnish these services than the current 
valuations. We will continue to examine 
the AMA RUC recommendations and 
will consider whether it would be 
appropriate to propose further changes 
in future rulemaking. 

During the review of the above-noted 
potentially misvalued codes, the AMA 
RUC identified three codes that they 
believed needed review for purposes of 
the PE inputs only including CPT codes 
52214, 52224, and 94770. CPT codes 
52214 and 52224 were identified by the 
high volume growth screen. As a result, 
the AMA RUC identified a duplication 
of the PE inputs that included supplies 
and equipment for both the laser and 
electrocautery techniques and 
recommended this duplication be 
eliminated. After a review of the PE 
inputs in October 2008, the AMA RUC 
recommended that the electrocautery PE 
inputs be deleted. We agree with this 
recommendation and have made these 
changes in the PE database. 

CPT code 94770 was identified 
through the high IWPUT screen. In 
reviewing this diagnostic procedure, the 
AMA RUC and the specialty society 
agreed that this test is currently being 
used inappropriately in the nonfacility 
setting. The AMA RUC agreed with the 
specialty society that this procedure is 
medically appropriate only in the 
facility setting (provided at the patient’s 
bedside) and that it should not be 
valued in the nonfacility setting. 
Therefore, the AMA RUC recommended 
that all of the PE inputs be removed 
from the nonfacility setting. We have 
accepted the AMA’s RUC 
recommendation and we have changed 
the PE database to reflect these changes. 

Table 26 includes codes identified in 
the screens identified above, as well as 
other CMS requests. 

TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
CMS 

request 

High 
volume 

11043 ............. Debride tissue/ 
muscle.

CPT Agree ............. 3.04 X ................ ................ ................ ................ ................

11044 ............. Debride tissue/ 
bone.

CPT Agree ............. 4.11 X ................ ................ ................ ................ ................

14000 ............. Skin tissue re-
arrangement.

6.19 Agree ............. 6.19 X ................ ................ ................ ................ ................

14001 ............. Skin tissue re-
arrangement.

8.58 Agree ............. 8.58 X ................ ................ ................ ................ ................

14020 ............. Skin tissue re-
arrangement.

7.02 Agree ............. 7.02 X ................ ................ ................ ................ ................

14021 ............. Skin tissue re-
arrangement.

9.52 Agree ............. 9.52 X ................ ................ ................ ................ ................

14040 ............. Skin tissue re-
arrangement.

8.44 Agree ............. 8.44 X ................ ................ ................ ................ ................
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
CMS 

request 

High 
volume 

14041 ............. Skin tissue re-
arrangement.

10.63 Agree ............. 10.63 X ................ ................ ................ ................ ................

14060 ............. Skin tissue re-
arrangement.

9.07 Agree ............. 9.07 X ................ ................ ................ ................ ................

14061 ............. Skin tissue re-
arrangement.

11.25 Agree ............. 11.25 X ................ ................ ................ ................ ................

14300 ............. Skin tissue re-
arrangement.

CPT Agree ............. 13.26 X ................ ................ ................ ................ X 

15570 ............. Form skin ped-
icle flap.

10.00 Agree ............. 10.00 X ................ ................ ................ ................ ................

15572 ............. Form skin ped-
icle flap.

9.94 Agree ............. 9.94 X ................ ................ ................ ................ ................

15574 ............. Form skin ped-
icle flap.

10.52 Agree ............. 10.52 X ................ ................ ................ ................ ................

15576 ............. Form skin ped-
icle flap.

9.24 Agree ............. 9.24 X ................ ................ ................ ................ ................

15740 ............. Island pedicle 
flap graft.

CPT Agree ............. 11.57 X ................ ................ ................ ................ X 

17106 ............. Destruction of 
skin lesions.

3.61 Agree ............. 3.61 ................ X ................ ................ ................ ................

17107 ............. Destruction of 
skin lesions.

4.68 Agree ............. 4.68 ................ X ................ ................ ................ ................

17108 ............. Destruction of 
skin lesions.

6.37 Agree ............. 6.37 ................ X ................ ................ ................ ................

19357 ............. Breast recon-
struction.

CPT Agree ............. 20.57 X ................ ................ ................ ................ ................

20005 ............. Incision of deep 
abscess.

CPT Agree ............. 3.55 X ................ ................ ................ ................ ................

20900 ............. Removal of 
bone for graft.

3.00 Agree ............. 3.00 X ................ ................ ................ ................ ................

20902 ............. Removal of 
bone for graft.

4.58 Agree ............. 4.58 X ................ ................ ................ ................ ................

21015 ............. Resection of fa-
cial tumor.

CPT Agree ............. 5.59 X ................ ................ ................ ................ ................

21025 ............. Excision of 
bone, lower 
jaw.

9.87 Agree ............. 9.87 X ................ ................ ................ ................ ................

21557 ............. Remove tumor 
neck/chest.

CPT Agree ............. 8.91 X ................ ................ ................ ................ ................

21935 ............. Remove tumor, 
back.

CPT Agree ............. 18.38 X ................ ................ ................ ................ ................

22554 ............. Neck spine fu-
sion.

CPT Agree ............. 17.54 ................ ................ ................ ................ X ................

22851 ............. Apply spine 
prosth device.

CPT Agree ............. 6.70 ................ ................ ................ ................ ................ X 

22900 ............. Remove ab-
dominal wall 
lesion.

CPT Agree ............. 6.14 X ................ ................ ................ ................ ................

23076 ............. Removal of 
shoulder le-
sion.

CPT Agree ............. 7.77 X ................ ................ ................ ................ ................

23120 ............. Partial removal, 
collar bone.

7.23 Agree ............. 7.23 X ................ ................ ................ ................ ................

23410 ............. Repair rotator 
cuff, acute.

11.23 Agree ............. 11.23 X ................ ................ ................ ................ ................

23412 ............. Repair rotator 
cuff, chronic.

11.77 Agree ............. 11.77 X ................ ................ ................ ................ ................

23415 ............. Release of 
shoulder liga-
ment.

9.07 Agree ............. 9.07 X ................ ................ ................ ................ ................

23420 ............. Repair of shoul-
der.

13.35 Agree ............. 13.35 X ................ ................ ................ ................ ................

25116 ............. Remove wrist/ 
forearm le-
sion.

7.38 Agree ............. 7.38 X ................ ................ ................ ................ ................

25310 ............. Transplant fore-
arm tendon.

7.94 Agree ............. 7.94 X ................ ................ ................ ................ ................

26080 ............. Explore/treat 
finger joint.

CPT Agree ............. 4.36 X ................ ................ ................ ................ ................
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
CMS 

request 

High 
volume 

27048 ............. Remove hip/ 
pelvis lesion.

CPT Agree ............. 6.44 X ................ ................ ................ ................ ................

27062 ............. Remove femur 
lesion/bursa.

5.66 Agree ............. 5.66 X ................ ................ ................ ................ ................

27244 ............. Treat thigh frac-
ture.

18.00 Agree ............. 18.00 ................ X ................ ................ ................ ................

27245 ............. Treat thigh frac-
ture.

18.00 Agree ............. 18.00 ................ X ................ ................ ................ ................

27250 ............. Treat hip dis-
location.

3.82 Agree ............. 3.82 X X ................ ................ ................ ................

27615 ............. Remove tumor, 
lower leg.

CPT Agree ............. 12.93 X ................ ................ ................ ................ ................

27619 ............. Remove lower 
leg lesion.

CPT Agree ............. 8.47 X ................ ................ ................ ................ ................

27640 ............. Partial removal 
of tibia.

CPT Agree ............. 12.10 X ................ ................ ................ ................ ................

27641 ............. Partial removal 
of fibula.

CPT Agree ............. 9.73 X ................ ................ ................ ................ ................

27650 ............. Repair achilles 
tendon.

9.00 Agree ............. 9.00 X ................ ................ ................ ................ ................

27654 ............. Repair of achil-
les tendon.

10.32 Agree ............. 10.32 X ................ ................ ................ ................ ................

27690 ............. Revise lower 
leg tendon.

8.96 Agree ............. 8.96 X ................ ................ ................ ................ ................

27691 ............. Revise lower 
leg tendon.

10.28 Agree ............. 10.28 X ................ ................ ................ ................ ................

28120 ............. Part removal of 
ankle/heel.

5.64 Agree ............. 5.64 X ................ ................ ................ ................ ................

28122 ............. Partial removal 
of foot bone.

7.56 Agree ............. 7.56 X ................ ................ ................ ................ ................

28296 ............. Correction of 
bunion.

8.16 Agree ............. 8.16 X ................ ................ ................ ................ ................

28725 ............. Fusion of foot 
bones.

11.97 Agree ............. 11.97 X ................ ................ ................ ................ ................

28730 ............. Fusion of foot 
bones.

12.21 Agree ............. 12.21 X ................ ................ ................ ................ ................

28825 ............. Partial amputa-
tion of toe.

5.85 Agree ............. 5.85 X ................ ................ ................ ................ ................

29220 ............. Strapping of low 
back.

CPT Agree ............. 0.64 ................ ................ ................ ................ ................ X 

29888 ............. Knee arthros-
copy/surgery.

14.14 Agree ............. 14.14 X ................ ................ ................ ................ ................

33213 ............. Insertion of 
pulse gener-
ator.

CPT Agree ............. 6.36 ................ ................ ................ ................ ................ X 

35470 ............. Repair arterial 
blockage.

CPT Agree ............. 8.62 ................ ................ ................ ................ ................ X 

35474 ............. Repair arterial 
blockage.

CPT Agree ............. 7.35 ................ ................ ................ ................ ................ X 

35490 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 11.06 ................ ................ ................ ................ ................ X 

35491 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 7.60 ................ ................ ................ ................ ................ X 

35492 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 6.64 ................ ................ ................ ................ ................ X 

35493 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 6.64 ................ ................ ................ ................ ................ X 

35494 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 10.42 ................ ................ ................ ................ ................ X 

35495 ............. Artherectomy, 
percutaneous.

CPT Agree ............. 9.47 ................ ................ ................ ................ ................ X 

36248 ............. Place catheter 
in artery.

CPT Agree ............. 1.01 ................ ................ ................ ................ ................ X 

36415 ............. Routine 
venipuncture.

CPT Agree ............. 0.00 ................ ................ ................ ................ X ................

36820 ............. Av fusion/fore-
arm vein.

14.39 Agree ............. 14.39 X ................ ................ ................ ................ ................

36821 ............. Av fusion direct 
any site.

12.00 Agree ............. 12.00 X ................ ................ ................ ................ ................
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
CMS 

request 

High 
volume 

36825 ............. Artery-vein 
autograft.

10.00 Agree ............. 10.00 X ................ ................ ................ ................ ................

36834 ............. Repair A–V an-
eurysm.

CPT Agree ............. 11.11 X ................ ................ ................ ................ ................

37760 ............. Ligation, leg 
veins, open.

CPT Agree ............. 10.69 X ................ ................ ................ ................ ................

38542 ............. Explore deep 
node(s), neck.

7.85 Agree ............. 7.85 X ................ ................ ................ ................ ................

42145 ............. Repair palate, 
pharynx/uvula.

9.63 Agree ............. 9.63 X ................ ................ ................ ................ ................

42415 ............. Excise parotid 
gland/lesion.

17.99 Agree ............. 17.99 X ................ ................ ................ ................ ................

42420 ............. Excise parotid 
gland/lesion.

20.87 Agree ............. 20.87 X ................ ................ ................ ................ ................

42440 ............. Excise submax-
illary gland.

7.05 Agree ............. 7.05 X ................ ................ ................ ................ ................

45170 ............. Excision of rec-
tal lesion.

CPT Agree ............. 12.48 X ................ ................ ................ ................ ................

47525 ............. Change bile 
duct catheter.

1.54 Agree ............. 1.54 ................ X ................ ................ ................ ................

49420 ............. Insert abdom 
drain, temp.

CPT Agree ............. 2.22 X ................ ................ ................ ................ ................

49421 ............. Insert abdom 
drain, perm.

CPT Agree ............. 5.87 X ................ ................ ................ ................ ................

49507 ............. Prp i/hern init 
block > 5 yr.

9.97 Agree ............. 9.97 X ................ ................ ................ ................ ................

49521 ............. Rerepair ing 
hernia, 
blocked.

12.36 Agree ............. 12.36 X ................ ................ ................ ................ ................

49587 ............. Rpr umbil hern, 
block > 5 yr.

7.96 Agree ............. 7.96 X ................ ................ ................ ................ ................

50605 ............. Insert ureteral 
support.

CPT Agree ............. 16.66 ................ ................ ................ ................ ................ X 

51102 ............. Drain bl w/cath 
insertion.

2.70 Agree ............. 2.70 X ................ ................ ................ ................ ................

51726 ............. Complex 
cystometro- 
gram.

CPT Agree ............. 1.71 ................ ................ ................ ................ X ................

51772 ............. Urethra pres-
sure profile.

CPT Agree ............. 1.61 ................ ................ ................ ................ X X 

51795 ............. Urine voiding 
pressure 
study.

CPT Agree ............. 1.53 ................ ................ ................ ................ X ................

51797 ............. Intra-abdominal 
pressure test.

CPT Agree ............. 0.80 ................ ................ ................ ................ X ................

52341 ............. Cysto w/ureter 
stricture tx.

5.35 Agree ............. 5.35 X ................ ................ ................ ................ ................

52342 ............. Cysto w/up 
stricture tx.

5.85 Agree ............. 5.85 X ................ ................ ................ ................ ................

52343 ............. Cysto w/renal 
stricture tx.

6.55 Agree ............. 6.55 X ................ ................ ................ ................ ................

52344 ............. Cysto/uretero, 
stricture tx.

7.05 Agree ............. 7.05 X ................ ................ ................ ................ ................

52345 ............. Cysto/uretero 
w/up stricture.

7.55 Agree ............. 7.55 X ................ ................ ................ ................ ................

52346 ............. Cystouretero w/ 
renal strict.

8.58 Agree ............. 8.58 X ................ ................ ................ ................ ................

52400 ............. Cystouretero w/ 
congen repr.

8.66 Agree ............. 8.66 X ................ ................ ................ ................ ................

52500 ............. Revision of 
bladder neck.

7.99 Agree ............. 7.99 X ................ ................ ................ ................ ................

52640 ............. Relieve bladder 
contracture.

4.73 Agree ............. 4.73 X ................ ................ ................ ................ ................

53445 ............. Insert uro/ves 
nck sphincter.

15.21 Agree ............. 15.21 X ................ ................ ................ ................ ................

54405 ............. Insert multi- 
comp penis 
pros.

14.39 Agree ............. 14.39 X ................ ................ ................ ................ ................

54410 ............. Remove/replace 
penis prosth.

15.00 Agree ............. 15.00 X ................ ................ ................ ................ ................
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
CMS 

request 

High 
volume 

54530 ............. Removal of tes-
tis.

8.35 Agree ............. 8.35 X ................ ................ ................ ................ ................

55866 ............. Lapro radical 
prostetectomy.

CPT Agree ............. 32.25 ................ ................ X ................ ................ X 

56620 ............. Partial removal 
of vulva.

7.35 Agree ............. 7.35 X ................ ................ ................ ................ ................

57155 ............. Insert uteri 
tandems/ 
ovoids.

CPT Agree ............. 6.79 X ................ ................ ................ ................ ................

57287 ............. Revise/remove 
sling repair.

10.97 Agree ............. 10.97 X ................ ................ ................ ................ ................

57288 ............. Repair bladder 
defect.

12.00 Agree ............. 12.00 ................ ................ X ................ ................ ................

60220 ............. Partial removal 
of thyroid.

12.29 Agree ............. 12.29 X ................ ................ ................ ................ ................

60225 ............. Partial removal 
of thyroid.

14.67 Agree ............. 14.67 X ................ ................ ................ ................ ................

61885 ............. Insrt/redo 
neurostim 1 
array.

7.37 Agree ............. 7.37 X ................ ................ ................ ................ ................

62263 ............. Epidural lysis 
mult sessions.

6.41 Agree ............. 6.41 X ................ ................ ................ ................ ................

62350 ............. Implant spinal 
canal cath.

6.00 Agree ............. 6.00 X ................ ................ ................ ................ ................

62355 ............. Remove spinal 
canal cath-
eter.

4.30 Agree ............. 4.30 X ................ ................ ................ ................ ................

62360 ............. Insert spine in-
fusion device.

4.28 Agree ............. 4.28 X ................ ................ ................ ................ ................

62361 ............. Implant spine 
infusion pump.

5.60 Agree ............. 5.60 X ................ ................ ................ ................ ................

62362 ............. Implant spine 
infusion pump.

6.05 Agree ............. 6.05 X ................ ................ ................ ................ ................

62365 ............. Remove spine 
infusion de-
vice.

4.60 Agree ............. 4.60 X ................ ................ ................ ................ ................

63075 ............. Neck spine disk 
surgery.

CPT Agree ............. 19.47 ................ ................ ................ ................ X ................

63650 ............. Implant 
neuroelectro-
des.

7.15 Agree ............. 7.15 X ................ ................ ................ ................ ................

63660 ............. Revise/remove 
neuroelectro-
de.

CPT Agree ............. 6.87 X ................ ................ ................ ................ X 

63685 ............. Insrt/redo spine 
n generator.

6.00 Agree ............. 6.00 X ................ ................ ................ ................ ................

63688 ............. Revise/remove 
neuroreceiver.

5.25 Agree ............. 5.25 X ................ ................ ................ ................ ................

64416 ............. N block cont in-
fuse, B plex.

CPT Agree ............. 3.85 X ................ ................ ................ ................ ................

64446 ............. N block inj, sci-
atic, cont inf.

CPT Agree ............. 3.61 X ................ ................ ................ ................ X 

64448 ............. N block inj, fem, 
cont inf.

CPT Agree ............. 3.36 X ................ ................ ................ ................ X 

64449 ............. N block inj, lum-
bar plexus.

CPT Agree ............. 3.24 X ................ ................ ................ ................ ................

64470 ............. Inj paravertebral 
C/T.

CPT Agree ............. 1.85 ................ ................ ................ ................ ................ X 

64472 ............. Inj paravertebral 
C/T add on.

CPT Agree ............. 1.29 ................ ................ ................ ................ ................ X 

64475 ............. Inj paravertbral 
L/S.

CPT Agree ............. 1.41 ................ ................ ................ ................ ................ X 

64476 ............. Inj paravertbral 
L/S add on.

CPT Agree ............. 0.98 ................ ................ ................ ................ ................ X 

64483 ............. Inj foramen epi-
dural l/s.

CPT Agree ............. 1.90 ................ ................ ................ ................ ................ X 

64484 ............. Inj foramen epi-
dural add-on.

CPT Agree ............. 1.33 ................ ................ ................ ................ ................ X 
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
AMA 
RUC 
rec 

CMS decision 2009 
WRVU 

Site of 
service 
screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
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request 

High 
volume 

64555 ............. Implant 
neuroelectro-
des.

CPT Agree ............. 2.29 ................ ................ ................ ................ ................ X 

64573 ............. Implant 
neuroelectro-
des.

8.15 Agree ............. 8.15 X ................ ................ ................ ................ ................

64581 ............. Implant 
neuroelectro-
des.

CPT Agree ............. 14.15 X ................ ................ ................ ................ ................

64622 ............. Destr 
paravertebrl 
nerve l/s.

CPT Agree ............. 3.02 ................ ................ ................ ................ ................ X 

64623 ............. Destr 
paravertebral 
n add-on.

CPT Agree ............. 0.99 ................ ................ ................ ................ ................ X 

64626 ............. Destr 
paravertebrl 
nerve c/t.

CPT Agree ............. 3.82 ................ ................ ................ ................ ................ X 

64627 ............. Destr 
paravertebral 
n add-on.

CPT Agree ............. 1.16 ................ ................ ................ ................ ................ X 

64708 ............. Revise arm/leg 
nerve.

6.22 Agree ............. 6.22 X ................ ................ ................ ................ ................

64712 ............. Revision of sci-
atic nerve.

CPT Agree ............. 7.98 X ................ ................ ................ ................ ................

64831 ............. Repair of digit 
nerve.

9.00 Agree ............. 9.00 X ................ ................ ................ ................ ................

65285 ............. Repair of eye 
wound.

14.43 Agree ............. 14.43 X ................ ................ ................ ................ ................

66982 ............. Cataract sur-
gery, complex.

14.83 Agree ............. 14.83 ................ X ................ ................ ................ ................

67210 ............. Treatment of 
retinal lesion.

CPT Agree ............. 9.35 ................ X ................ ................ ................ ................

67220 ............. Treatment of 
choroid lesion.

CPT Agree ............. 14.19 ................ X ................ ................ ................ ................

67225 ............. Eye 
photodynamic 
ther add-on.

0.47 Agree ............. 0.47 ................ ................ X ................ ................ ................

67228 ............. Treatment of 
retinal lesion.

CPT Agree ............. 13.67 ................ X ................ ................ ................ ................

68810 ............. Probe 
nasolacrimal 
duct.

2.09 Agree ............. 2.09 X ................ ................ ................ ................ ................

69930 ............. Implant coch-
lear device.

17.60 Agree ............. 17.60 X ................ ................ ................ ................ ................

72192 ............. Ct pelvis w/o 
dye.

CPT Agree ............. 1.09 ................ ................ ................ ................ ................ X 

72194 ............. Ct pelvis w/o & 
w/dye.

CPT Agree ............. 1.22 ................ ................ ................ ................ X X 

74170 ............. Ct abdomen w/ 
o & w/dye.

CPT Agree ............. 1.40 ................ ................ ................ ................ X ................

74175 ............. Ct angio abdom 
w/o & w/dye.

CPT Agree ............. 1.90 ................ ................ ................ ................ ................ X 

75790 ............. Visualize A–V 
shunt.

CPT Agree ............. 1.84 ................ ................ ................ ................ X ................

75992 ............. Artherectomy, 
X-Ray exam.

CPT Agree ............. 0.54 ................ ................ ................ ................ ................ X 

75993 ............. Artherectomy, 
X-Ray exam.

CPT Agree ............. 0.36 ................ ................ ................ ................ ................ X 

75994 ............. Artherectomy, 
X-Ray exam.

CPT Agree ............. 1.31 ................ ................ ................ ................ ................ X 

75995 ............. Artherectomy, 
X-Ray exam.

CPT Agree ............. 1.31 ................ ................ ................ ................ ................ X 

75996 ............. Artherectomy, 
X-Ray exam.

CPT Agree ............. 0.36 ................ ................ ................ ................ ................ X 

76513 ............. Echo exam of 
eye, water 
bath.

CPT Agree ............. 0.66 ................ ................ ................ ................ ................ X 
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TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
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RUC 
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CMS decision 2009 
WRVU 
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screen 

High 
IWPUT 
screen 

New tech 
Shift from 

PE to 
work 

Other 
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request 
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77427 ............. Radiation tx 
management, 
x5.

CPT Agree ............. 3.70 X ................ ................ ................ ................ ................

77782 ............. High intensity 
brachytherap-
y.

CPT Agree ............. 2.04 ................ ................ ................ ................ ................ X 

78465 ............. Heart image 
(3d), multiple.

CPT Agree ............. 1.46 ................ ................ ................ ................ X ................

78478 ............. Heart wall mo-
tion add-on.

CPT Agree ............. 0.50 ................ ................ ................ ................ X ................

78480 ............. Heart function 
add-on.

CPT Agree ............. 0.30 ................ ................ ................ ................ X ................

78483 ............. Heart, first 
pass, multiple.

CPT Agree ............. 1.47 ................ ................ ................ ................ ................ X 

92270 ............. Electro- 
oculography.

CPT Agree ............. 0.81 ................ ................ ................ X X ................

92541 ............. Spontaneous 
nystagmus 
test.

CPT Agree ............. 0.40 ................ ................ ................ ................ X ................

92542 ............. Positional nys-
tagmus test.

CPT Agree ............. 0.33 ................ ................ ................ ................ X ................

92544 ............. Optokinetic nys-
tagmus test.

CPT Agree ............. 0.26 ................ ................ ................ ................ X ................

92545 ............. Oscillating 
tracking test.

CPT Agree ............. 0.23 ................ ................ ................ ................ X ................

92557 ............. Comprehensive 
hearing test.

CPT Agree ............. 0.60 ................ ................ ................ ................ X ................

92567 ............. Tympanometry CPT Agree ............. 0.20 ................ ................ ................ ................ X ................
92568 ............. Acoustic refl 

threshold tst.
CPT Agree ............. 0.29 ................ ................ ................ ................ X ................

92569 ............. Acoustic reflex 
decay test.

CPT Agree ............. 0.20 ................ ................ ................ ................ X ................

92620 ............. Auditory func-
tion, 60 min.

1.50 Agree ............. 1.50 ................ ................ ................ X ................ ................

92621 ............. Auditory func-
tion, + 15 min.

0.35 Agree ............. 0.35 ................ ................ ................ X ................ ................

92625 ............. Tinnitus assess-
ment.

1.15 Agree ............. 1.15 ................ ................ ................ X ................ ................

92626 ............. Eval aud rehab 
status.

1.40 Agree ............. 1.40 ................ ................ ................ X ................ ................

92627 ............. Eval aud status 
rehab add-on.

0.33 Agree ............. 0.33 ................ ................ ................ X ................ ................

92640 ............. Aud brainstem 
implt 
programg.

1.76 Agree ............. 1.76 ................ ................ ................ X ................ ................

93236 ............. ECG monitor/ 
report, 24 
hours.

CPT Agree ............. 0.00 ................ ................ ................ ................ ................ X 

93350 ............. Echo 
transthoracic.

1.46 Agree ............. 1.46 X ................ ................ ................ ................ ................

93526 ............. Rt & Lt heart 
catheters.

CPT Agree ............. 5.98 ................ ................ ................ ................ X ................

93539 ............. Injection, car-
diac cath.

CPT Agree ............. 0.40 ................ ................ ................ ................ X ................

93540 ............. Injection, car-
diac cath.

CPT Agree ............. 0.43 ................ ................ ................ ................ X ................

93543 ............. Injection for 
heart x-rays.

CPT Agree ............. 0.29 ................ ................ ................ ................ X ................

93544 ............. Injection for 
aortography.

CPT Agree ............. 0.25 ................ ................ ................ ................ X ................

93545 ............. Inject for coro-
nary x-rays.

CPT Agree ............. 0.40 ................ ................ ................ ................ X ................

93555 ............. Imaging, car-
diac cath.

CPT Agree ............. 0.81 ................ ................ ................ ................ X ................

93556 ............. Imaging, car-
diac cath.

CPT Agree ............. 0.83 ................ ................ ................ ................ X ................

93620 ............. Electrophysiolo-
gy evaluation.

CPT Agree ............. 11.57 ................ ................ ................ ................ X ................

93621 ............. Electrophysiolo-
gy evaluation.

CPT Agree ............. 2.10 ................ ................ ................ ................ X ................

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00165 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69890 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

TABLE 26—AMA RUC RECOMMENDATIONS FOR POTENTIALLY MISVALUED CODES—Continued 

CPT code Descriptor 
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RUC 
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CMS decision 2009 
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IWPUT 
screen 

New tech 
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PE to 
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Other 
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94681 ............. Exhaled air 
analysis, o2/ 
co2.

CPT Agree ............. 0.20 ................ ................ ................ ................ ................ X 

97802 ............. Medical nutri-
tion, indiv, in.

0.53 Agree ............. 0.53 ................ ................ ................ ................ X ................

97803 ............. Med nutrition, 
indiv, subseq.

0.45 Agree ............. 0.45 ................ ................ ................ ................ X ................

G0179 ............ MD recertifi-
cation HHA 
PT.

CPT Agree ............. 0.45 ................ ................ ................ ................ ................ X 

G0181 ............ Home health 
care super-
vision.

CPT Agree ............. 1.73 ................ ................ ................ ................ ................ X 

Note: The RUC reviewed and 
recommended work RVUs for 6 audiology 
codes (CPT codes 92620, 92621, 92625, 
92626, 92627, and 92640) with which we 
have agreed. Under Medicare, audiology 
services are provided under the diagnostic 
test benefit. We recognize that some of the 
work descriptors include ‘‘counseling,’’ ‘‘the 
potential for remediation,’’ and the 
establishment of ‘‘interventional goals.’’ We 
do not believe those aspects fit within the 
diagnostic test benefit but are interested in 
receiving comments on this issue. 

V. Refinement of Relative Value Units 
for Calendar Year 2009 and Response 
to Public Comments on Interim Relative 
Value Units for 2008 

A. Summary of Issues Discussed Related 
to the Adjustment of Relative Value 
Units 

Sections IV.B. and IV.C. of this final 
rule with comment describe the 
methodology used to review the 
comments received on the RVUs for 
physician work and the process used to 
establish RVUs for new and revised CPT 
codes. Changes to the RVUs and billing 
status codes reflected in Addendum B 
are effective for services furnished 
beginning January 1, 2009. 

B. Process for Establishing Work 
Relative Value Units for the Physician 
Fee Schedule 

The CY 2008 PFS final rule with 
comment period (72 FR 66365) 
contained the work RVUs for Medicare 
payment for existing procedure codes 
under the PFS and interim RVUs for 
new and revised codes beginning 
January 1, 2008. We considered the 
RVUs for the interim codes to be subject 
to public comment under the annual 
refinement process. In this section, we 
address comments on the interim work 
RVUs published in the CY 2008 PFS 
final rule with comment period, and our 
establishment of the work RVUs for new 
and revised codes for the CY 2009 PFS. 

C. Interim 2008 Codes 

1. Orthopedic Fracture Treatment Codes 

Orthopedic fracture treatment codes 
were originally part of the third 5-Year 
Review of work RVUs. The codes were 
referred by the AMA RUC to the AMA’s 
CPT Editorial Panel for further 
clarification because it was unclear 
whether the previous valuation for these 
codes included the circumstance when 
both internal and external fixation is 
applied to the fracture site. The CPT 
Editorial Panel agreed the codes needed 
further clarification and removed the 
reference relating to external fixation 
from the codes. 

As a result, the AMA RUC examined 
the various families of fracture codes 
and recommended increased work 
RVUs for most of the codes. The codes 
were submitted to CMS as part of the 
new and revised codes for CY 2008. 
Although we agreed with the work RVU 
recommendations and rank order listing 
of the codes in each family, the increase 
in valuation of the services created BN 
issues within certain fracture code 
families. In order to retain BN within 
these families of codes, the work RVUs 
associated with each code were 
adjusted. That is, the work RVUs were 
adjusted so that the sum of the new or 
revised work RVUs (weighted by 
projected frequency of use) for each 
family would be the same as the sum of 
the current work RVUs (weighted by 
projected frequency of use) for each 
family of codes. 

Comment: Some commenters believed 
these codes should have been 
considered as part of the 5-Year review 
process and the increase in work RVUs 
should have been absorbed through the 
BN work adjuster. The commenters also 
disagreed with the application of BN 
and noted that this created rank order 
anomalies. The commenters requested 
that if BN is applied, it should be 

implemented across the entire fracture 
family of codes, which would include 
codes that have not been surveyed 
(Harvard valued codes). 

Response: The commenters did not 
submit sufficient information to 
demonstrate that the application of BN 
created rank order anomalies for these 
codes. We note that the base codes for 
each fracture family of codes could be 
submitted to the AMA RUC for re- 
valuation. This would enable the codes 
within the family, several of which have 
not undergone an AMA RUC review, to 
be properly aligned in comparison to 
the base codes within each family. 

2. Cardiac MRI Codes 

For CY 2008, the CPT Editorial Panel 
created eight new Cardiac Magnetic 
Resonance Imaging (MRI) codes and 
deleted five existing Cardiac MRI codes 
due to technological changes and 
advances in MRI scanning. We 
established a national noncoverage 
determination (NCD) for MRI when 
blood flow velocity measurement is a 
component, or comprises all, of the 
service. As a result, we assigned a status 
indicator of ‘‘N’’ (Noncovered) to four of 
the new CPT codes (75558, 75560, 
75562, and 75564). 

Comment: Some commenters 
expressed disappointment that these 
four new MRI codes were designated as 
noncovered and stated that they did not 
believe the existing NCD for MRI is 
applicable to flow and velocity 
measurements. 

Response: We have reviewed the 
information submitted by the 
commenters and the national 
noncoverage determination. We have 
determined that the existing NCD for 
MRI is applicable to these codes because 
blood flow/velocity quantification is 
considered to be a component of these 
services, which according to the NCD is 
not considered reasonable and 
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necessary, and therefore, is noncovered. 
Any changes in coverage would have to 
occur through the NCD process. 

3. Non-Face-to-Face Physician and 
Qualified Healthcare Professional 
Services 

For CY 2008, the CPT Editorial Panel 
created eight new codes (CPT codes 
98966, 98967, 98968, 98969, 99441, 
99442, 99443, and 99444) to describe 
Evaluation and Management (E/M) 
services furnished by a physician or 
qualified healthcare professional via 
telephone or online, for which the AMA 
RUC and the AMA’s Health Care 
Professionals Advisory Committee 
provided work and PE valuations. We 
assigned a status indicator of ‘‘N’’ 
(Noncovered) to these services because: 
(1) These services are non-face-to-face; 
and (2) the code descriptors include 
language that recognizes the provision 
of services to parties other than the 
beneficiary for whom Medicare does not 
provide coverage (for example, a 
guardian). 

Comment: Some commenters 
requested that we reconsider the 
assignment of an N status for these 
codes. The commenters believed that 
failure to provide incentives and 
funding for these codes affects the 
alignment of quality of care between 
providers. 

Response: We have considered the 
commenters’ request. However, we will 
continue to recognize these services as 
noncovered because they are not 
furnished in a face-to-face setting (nor 
are they furnished as Medicare 
telehealth services), and the code 
descriptors include language that 
recognizes the provision of services to a 
noncovered entity. 

In the CY 2008 PFS final rule with 
comment period (73 FR 66371), we also 
responded to the AMA RUC 
recommendations on the PE inputs for 
the new and revised CPT codes for 

2008. In addition to the PE comments 
discussed in section II.A.2. of this final 
rule with comment period, we received 
the following comments concerning PE 
inputs: 

Comment: The specialty societies and 
the AMA RUC provided clarification 
and pricing information concerning 
direct PE inputs for CPT Code 43760, 
Change of gastrostomy tube, 
percutaneous, without imaging or 
endoscopic guidance. 

Response: We have revised the PE 
database to reflect this information. 

Comment: Several commenters 
questioned the PE RVUs for CPT code 
68816, Probing of nasolacrimal duct, 
with or without irrigation; with 
transluminal balloon catheter dilation, 
believing it to be undervalued. In 
particular, one commenter stated that 
the payment for this service is less than 
a specific supply item. 

Response: We have reviewed the PE 
inputs for this service and determined 
that they accurately represent the inputs 
recommended by the AMA RUC. The 
difference in the actual costs of the 
direct PE inputs and the payment 
amount for this service is due to the 
application of the uniform BN 
adjustment that is applied to all direct 
inputs as part of the bottom-up PE 
methodology. 

D. Establishment of Interim Work 
Relative Value Units for New and 
Revised Physician’s Current Procedural 
Terminology (CPT) Codes and New 
Healthcare Common Procedure Coding 
System Codes (HCPCS) for 2009 
(Includes Table Titled ‘‘AMA RUC 
Recommendations and CMS’ Decisions 
for New and Revised 2009 CPT Codes’’) 

One aspect of establishing RVUs for 
2008 was to assign interim work RVUs 
for all new and revised CPT codes. As 
described in our November 25, 1992 
notice on the 1993 PFS (57 FR 55951) 
and in section III.B. of the CY 1997 PFS 

final rule (61 FR 59505), we established 
a process, based on recommendations 
received from the AMA RUC, for 
establishing interim work RVUs for new 
and revised codes. 

We received work RVU 
recommendations for 128 new and 
revised CPT codes from the AMA RUC 
this year. We reviewed the AMA RUC 
recommendations by comparing them to 
our reference set or to other comparable 
services for which work RVUs had 
previously been established. We also 
considered the relationships among the 
new and revised codes for which we 
received AMA RUC recommendations 
and agreed with the majority of the 
relative relationships reflected in the 
AMA RUC values. Table 27: AMA RUC 
Recommendations and CMS’ Decisions 
for New and Revised 2009 CPT Codes 
lists the new or revised CPT codes, and 
their associated work RVUs, that will be 
interim in CY 2009. Table 27 includes 
the following information: 

• A ‘‘#’’ identifies a new code for CY 
2009. 

• CPT code. This is the CPT code for 
a service. 

• Modifier. A ‘‘26’’ in this column 
indicates that the work RVUs are for the 
PC of the code. 

• Description. This is an abbreviated 
version of the narrative description of 
the code. 

• AMA RUC recommendations. This 
column identifies the work RVUs 
recommended by the AMA RUC. 

• CMS decision. This column 
indicates whether we agreed or we 
disagreed with the AMA RUC 
recommendation. Codes for which we 
did not accept the AMA RUC 
recommendation are discussed in 
greater detail following this table. 

• 2009 Work RVUs. This column 
establishes the interim 2009 work RVUs 
for physician work. 

TABLE 27—AMA RUC RECOMMENDATIONS AND CMS’ DECISIONS FOR NEW AND REVISED 2009 CPT CODES 

CPT 1 code Mod Descriptor 

AMA RUC 
work RVU 

recommenda-
tion 

CMS 
decision 2009 WRVU 

#20696 ........... * ........ COMP MULTIPLANE EXT FIXATION .................................... 17.32 Agree ............. 17.32 
#20697 ........... * ........ COMP EXT FIXATE STRUT CHANGE .................................. 0.00 Agree ............. 0.00 
#22856 ........... * ........ CERV ARTIFIC DISKECTOMY .............................................. 23.90 Agree ............. 23.90 
#22861 ........... * ........ REVISE CERV ARTIFIC DISC ............................................... 33.21 Agree ............. 33.21 
#22864 ........... * ........ REMOVE CERV ARTIF DISC ................................................ 29.25 Agree ............. 29.25 
#27027 ........... ........ ........ BUTTOCK FASCIOTOMY ...................................................... 12.90 Agree ............. 12.90 
#27057 ........... ........ ........ BUTTOCK FASCIOTOMY W/DBRDMT ................................. 14.77 Agree ............. 14.77 
27215 ............. ........ ........ TREAT PELVIC FRACTURE(S) ............................................. 10.45 Agree (a) ........ 10.45 
27216 ............. ........ ........ TREAT PELVIC RING FRACTURE ........................................ 15.73 Agree (a) ........ 15.73 
27217 ............. ........ ........ TREAT PELVIC RING FRACTURE ........................................ 14.65 Agree (a) ........ 14.65 
27218 ............. ........ ........ TREAT PELVIC RING FRACTURE ........................................ 20.93 Agree (a) ........ 20.93 
#35535 ........... ........ ........ ARTERY BYPASS GRAFT ..................................................... 38.00 Agree ............. 38.00 
#35570 ........... ........ ........ ARTERY BYPASS GRAFT ..................................................... 29.00 Agree ............. 29.00 
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TABLE 27—AMA RUC RECOMMENDATIONS AND CMS’ DECISIONS FOR NEW AND REVISED 2009 CPT CODES— 
Continued 

CPT 1 code Mod Descriptor 

AMA RUC 
work RVU 

recommenda-
tion 

CMS 
decision 2009 WRVU 

#35632 ........... ........ ........ ARTERY BYPASS GRAFT ..................................................... 36.00 Agree ............. 36.00 
#35633 ........... ........ ........ ARTERY BYPASS GRAFT ..................................................... 38.98 Agree ............. 38.98 
#35634 ........... ........ ........ ARTERY BYPASS GRAFT ..................................................... 35.20 Agree ............. 35.20 
#41512 ........... ........ ........ TONGUE SUSPENSION ........................................................ 6.75 Agree ............. 6.75 
#41530 ........... ........ ........ TONGUE BASE VOL REDUCTION ....................................... 4.38 Agree ............. 4.38 
#43273 ........... * ........ ENDOSCOPIC PANCREATOSCOPY .................................... 2.24 Agree ............. 2.24 
#43279 ........... * ........ LAP MYOTOMY, HELLER ...................................................... 22.00 Agree ............. 22.00 
#46930 ........... ........ ........ DESTROY INTERNAL HEMORRHOIDS ................................ 1.56 Agree ............. 1.56 
#49652 ........... ........ ........ LAP VENT/ABD HERNIA REPAIR ......................................... 12.80 Agree ............. 12.80 
#49653 ........... ........ ........ LAP VENT/ABD HERN PROC COMP .................................... 16.10 Agree ............. 16.10 
#49654 ........... ........ ........ LAP INC HERNIA REPAIR ..................................................... 14.95 Agree ............. 14.95 
#49655 ........... ........ ........ LAP INC HERN REPAIR COMP ............................................ 18.00 Agree ............. 18.00 
#49656 ........... ........ ........ LAP INC HERNIA REPAIR RECUR ....................................... 15.00 Agree ............. 15.00 
#49657 ........... ........ ........ LAP INC HERN RECUR COMP ............................................. 22.00 Agree ............. 22.00 
#55706 ........... * ........ PROSTATE SATURATION SAMPLING ................................. 6.15 Agree ............. 6.15 
#61796 ........... ........ ........ SRS, CRANIAL LESION SIMPLE ........................................... 15.50 Disagree ........ 10.79 
#61797 ........... ........ ........ SRS, CRAN LES SIMPLE, ADDL ........................................... 3.48 Agree ............. 3.48 
#61798 ........... ........ ........ SRS, CRANIAL LESION COMPLEX ...................................... 19.75 Disagree ........ 10.79 
#61799 ........... ........ ........ SRS, CRAN LES COMPLEX, ADDL ...................................... 4.81 Agree ............. 4.81 
#61800 ........... ........ ........ APPLY SRS HEADFRAME ADD-ON ..................................... 2.25 Agree ............. 2.25 
#62267 ........... ........ ........ INTERDISCAL PERQ ASPIR, DX .......................................... 3.00 Agree ............. 3.00 
#63620 ........... * ........ SRS, SPINAL LESION ............................................................ 15.50 Disagree ........ 10.79 
#63621 ........... * ........ SRS, SPINAL LESION, ADDL ................................................ 4.00 Agree ............. 4.00 
64416 ............. ........ ........ N BLOCK CONT INFUSE, B PLEX ........................................ 1.81 Agree ............. 1.81 
64446 ............. ........ ........ N BLK INJ, SCIATIC, CONT INF ............................................ 1.81 Agree ............. 1.81 
64448 ............. ........ ........ N BLOCK INJ FEM, CONT INF .............................................. 1.63 Agree ............. 1.63 
64449 ............. ........ ........ N BLOCK INJ, LUMBAR PLEXUS ......................................... 1.81 Agree ............. 1.81 
#64455 ........... ........ ........ N BLOCK INJ, PLANTAR DIGIT ............................................ 0.75 Agree ............. 0.75 
#64632 ........... ........ ........ N BLOCK INJ, COMMON DIGIT ............................................ 1.20 Agree ............. 1.20 
#65756 ........... ........ ........ CORNEAL TRNSPL, ENDOTHELIAL ..................................... 16.60 Agree ............. 16.60 
#65757 ........... ........ ........ PREP CORNEAL ENDO ALLOGRAFT .................................. 1.44 Disagree ........ (2 ) 
#77785 ........... ........ 26 HDR BRACHYTX, 1 CHANNEL ............................................. 1.42 Agree ............. 1.42 
#77786 ........... ........ 26 HDR BRACHYTX, 2–12 CHANNEL ....................................... 3.25 Agree ............. 3.25 
#77787 ........... ........ 26 HDR BRACHYTX OVER 12 CHAN ........................................ 4.89 Agree ............. 4.89 
#78808 ........... ........ ........ IV INJ RA DRUG DX STUDY ................................................. 0.18 Agree ............. 0.18 
#90951 ........... ........ ........ ESRD SERV, 4 VISITS P MO, <2 .......................................... 18.46 Agree ............. 18.46 
#90952 ........... ........ ........ ESRD SERV, 2–3 VSTS P MO, <2 ........................................ (2 ) Agree ............. (2 ) 
#90953 ........... ........ ........ ESRD SERV, 1 VISIT P MO, <2 ............................................ (2 ) Agree ............. (2 ) 
#90954 ........... ........ ........ ESRD SERV, 4 VSTS P MO, 2–11 ........................................ 15.98 Agree ............. 15.98 
#90955 ........... ........ ........ ESRD SRV 2–3 VSTS P MO, 2–11 ....................................... 8.79 Agree ............. 8.79 
#90956 ........... ........ ........ ESRD SRV, 1 VISIT P MO, 2–11 ........................................... 5.95 Agree ............. 5.95 
#90957 ........... ........ ........ ESRD SRV, 4 VSTS P MO, 12–19 ........................................ 12.52 Agree ............. 12.52 
#90958 ........... ........ ........ ESRD SRV 2–3 VSTS P MO 12–19 ...................................... 8.34 Agree ............. 8.34 
#90959 ........... ........ ........ ESRD SERV, 1 VST P MO, 12–19 ........................................ 5.50 Agree ............. 5.50 
#90960 ........... ........ ........ ESRD SRV, 4 VISITS P MO, 20+ .......................................... 5.18 Agree ............. 5.18 
#90961 ........... ........ ........ ESRD SRV, 2–3 VSTS P MO, 20+ ........................................ 4.26 Agree ............. 4.26 
#90962 ........... ........ ........ ESRD SERV, 1 VISIT P MO, 20+ .......................................... 3.15 Agree ............. 3.15 
#90963 ........... ........ ........ ESRD HOME PT, SERV P MO, <2 ........................................ 10.56 Agree ............. 10.56 
#90964 ........... ........ ........ ESRD HOME PT SERV P MO, 2–11 ..................................... 9.14 Agree ............. 9.14 
#90965 ........... ........ ........ ESRD HOME PT SERV P MO 12–19 .................................... 8.69 Agree ............. 8.69 
#90966 ........... ........ ........ ESRD HOME PT, SERV P MO, 20+ ...................................... 4.26 Agree ............. 4.26 
#90967 ........... ........ ........ ESRD HOME PT SERV P DAY, <2 ....................................... 0.35 Agree ............. 0.35 
#90968 ........... ........ ........ ESRD HOME PT SRV P DAY, 2–11 ...................................... 0.30 Agree ............. 0.30 
#90969 ........... ........ ........ ESRD HOME PT SRV P DAY 12–19 ..................................... 0.29 Agree ............. 0.29 
#90970 ........... ........ ........ ESRD HOME PT SERV P DAY, 20+ ..................................... 0.14 Agree ............. 0.14 
#93228 ........... * ........ REMOTE 30 DAY ECG REV/REPORT .................................. 0.52 Agree ............. 0.52 
#93229 ........... * ........ REMOTE 30 DAY ECG TECH SUPP .................................... 0.00 Disagree ........ (2 ) 
#93279 ........... * 26 PM DEVICE PROGR EVAL, SNGL ........................................ 0.65 Agree ............. 0.65 
#93280 ........... * 26 PM DEVICE PROGR EVAL, DUAL ........................................ 0.77 Agree ............. 0.77 
#93281 ........... * 26 PM DEVICE PROGR EVAL, MULTI ....................................... 0.90 Agree ............. 0.90 
#93282 ........... * 26 ICD DEVICE PROG EVAL, 1 SNGL ...................................... 0.85 Agree ............. 0.85 
#93283 ........... * 26 ICD DEVICE PROGR EVAL, DUAL ....................................... 1.18 Disagree ........ 1.05 
#93284 ........... * 26 ICD DEVICE PROGR EVAL, MULT ....................................... 1.25 Agree ............. 1.25 
#93285 ........... * 26 ILR DEVICE EVAL PROGR .................................................... 0.52 Agree ............. 0.52 
#93286 ........... * 26 PRE-OP PM DEVICE EVAL ................................................... 0.30 Agree ............. 0.30 
#93287 ........... * 26 PRE-OP ICD DEVICE EVAL .................................................. 0.45 Agree ............. 0.45 
#93288 ........... * 26 PM DEVICE EVAL IN PERSON ............................................. 0.43 Agree ............. 0.43 
#93289 ........... * 26 ICD DEVICE INTERROGATE ................................................. 0.92 Disagree ........ 0.78 
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TABLE 27—AMA RUC RECOMMENDATIONS AND CMS’ DECISIONS FOR NEW AND REVISED 2009 CPT CODES— 
Continued 

CPT 1 code Mod Descriptor 

AMA RUC 
work RVU 

recommenda-
tion 

CMS 
decision 2009 WRVU 

#93290 ........... * 26 ICM DEVICE EVAL ................................................................. 0.43 Agree ............. 0.43 
#93291 ........... * 26 ILR DEVICE INTERROGATE ................................................. 0.43 Agree ............. 0.43 
#93292 ........... * 26 WCD DEVICE INTERROGATE .............................................. 0.43 Agree ............. 0.43 
#93293 ........... * 26 PM PHONE R-STRIP DEVICE EVAL ..................................... 0.32 Agree ............. 0.32 
#93294 ........... * 26 PM DEVICE INTERROGATE REMOTE ................................. 0.65 Agree ............. 0.65 
#93295 ........... * 26 ICD DEVICE INTERROGAT REMOTE .................................. 1.38 Disagree ........ 1.17 
#93296 ........... * ........ PM/ICD REMOTE TECH SERV ............................................. 0.00 Agree ............. 0.00 
#93297 ........... * ........ ICM DEVICE INTERROGAT REMOTE .................................. 0.52 Agree ............. 0.52 
#93298 ........... * ........ ILR DEVICE INTERROGAT REMOTE ................................... 0.52 Agree ............. 0.52 
#93299 ........... * ........ ICM/ILR REMOTE TECH SERV ............................................. 0.00 Disagree ........ (2 ) 
#93306 ........... * 26 TTE W/DOPPLER, COMPLETE ............................................. 1.30 Agree ............. 1.30 
#93351 ........... * ........ STRESS TTE COMPLETE ..................................................... 1.75 Agree ............. 1.75 
#93352 ........... * ........ ADMIN ECG CONTRAST AGENT ......................................... 0.19 Agree ............. 0.19 
#95803 ........... * 26 ACTIGRAPHY TESTING ........................................................ 1.00 Disagree ........ (2 ) 
#95992 ........... ........ ........ CANALITH REPOSITIONING PROC ..................................... 0.75 Agree (b) ........ (3 ) 
#96360 ........... ........ ........ HYDRATION IV INFUSION, INIT ........................................... 0.17 Agree ............. 0.17 
#96361 ........... ........ ........ HYDRATE IV INFUSION, ADD-ON ........................................ 0.09 Agree ............. 0.09 
#96365 ........... ........ ........ THER/PROPH/DIAG IV INF, INIT ........................................... 0.21 Agree ............. 0.21 
#96366 ........... ........ ........ THER/PROPH/DIAG IV INF ADDON ..................................... 0.18 Agree ............. 0.18 
#96367 ........... ........ ........ TX/PROPH/DG ADDL SEQ IV INF ......................................... 0.19 Agree ............. 0.19 
#96368 ........... ........ ........ THER/DIAG CONCURRENT INF ........................................... 0.17 Agree ............. 0.17 
#96369 ........... ........ ........ SC THER INFUSION, UP TO 1 HR ....................................... 0.21 Agree ............. 0.21 
#96370 ........... ........ ........ SC THER INFUSION, ADDL HR ............................................ 0.18 Agree ............. 0.18 
#96371 ........... ........ ........ SC THER INFUSION, RESET PUMP .................................... 0.00 Agree ............. 0.00 
#96372 ........... ........ ........ THER/PROPH/DIAG INJ, SC/IM ............................................ 0.17 Agree ............. 0.17 
#96373 ........... ........ ........ THER/PROPH/DIAG INJ, IA ................................................... 0.17 Agree ............. 0.17 
#96374 ........... ........ ........ THER/PROPH/DIAG INJ, IV PUSH ........................................ 0.18 Agree ............. 0.18 
#96375 ........... ........ ........ TX/PRO/DX INJ NEW DRUG ADDON ................................... 0.10 Agree ............. 0.10 
#96376 ........... ........ ........ TX/PRO/DX INJ NEW DRUG ADON ...................................... 0.00 Agree ............. 0.00 
#96379 ........... ........ ........ THER/PROP/DIAG INJ/INF PROC ......................................... 0.00 Agree ............. 0.00 
#99460 ........... ........ ........ INIT NB EM PER DAY, HOSP ............................................... 1.17 Agree ............. 1.17 
#99461 ........... ........ ........ INIT NB EM PER DAY, NON-FAC ......................................... 1.26 Agree ............. 1.26 
#99462 ........... ........ ........ SBSQ NB EM PER DAY, HOSP ............................................ 0.62 Agree ............. 0.62 
#99463 ........... ........ ........ SAME DAY NB DISCHARGE ................................................. 1.50 Agree ............. 1.50 
#99464 ........... ........ ........ ATTENDANCE AT DELIVERY ............................................... 1.50 Agree ............. 1.50 
#99465 ........... ........ ........ NB RESUSCITATION ............................................................. 2.93 Agree ............. 2.93 
#99466 ........... ........ ........ PED CRIT CARE TRANSPORT ............................................. 4.79 Agree ............. 4.79 
#99467 ........... ........ ........ PED CRIT CARE TRANSPORT ADDL .................................. 2.40 Agree ............. 2.40 
#99468 ........... ........ ........ NEONATE CRIT CARE, INITIAL ............................................ 18.46 Agree ............. 18.46 
#99469 ........... ........ ........ NEONATE CRIT CARE, SUBSQ ............................................ 7.99 Agree ............. 7.99 
#99471 ........... ........ ........ PED CRITICAL CARE, INITIAL .............................................. 15.98 Agree ............. 15.98 
#99472 ........... ........ ........ PED CRITICAL CARE, SUBSQ .............................................. 7.99 Agree ............. 7.99 
#99475 ........... ........ ........ PED CRIT CARE AGE 2–5, INIT ........................................... 11.25 Agree ............. 11.25 
#99476 ........... ........ ........ PED CRIT CARE AGE 2–5, SUBSQ ...................................... 6.75 Agree ............. 6.75 
#99478 ........... ........ ........ IC, LBW INF < 1500 GM SUBSQ ........................................... 2.75 Agree ............. 2.75 
#99479 ........... ........ ........ IC LBW INF 1500–2500 G SUBSQ ........................................ 2.50 Agree ............. 2.50 
#99480 ........... ........ ........ IC INF PBW 2501–5000 G SUBSQ ........................................ 2.40 Agree ............. 2.40 

# New CPT code. 
1 All CPT codes copyright 2008 American Medical Association. 
2 Medicare Contractor Priced. 
3 Bundled. 
* New Code for Re-Examination at the next 5-Year Review. 
(a) See code discussion in section E, Discussion of Codes and RUC Recommendations. 
(b) RUC-recommended work RVU accepted but coverage status of code is Bundled. 

Table 28: AMA RUC Anesthesia 
Recommendations and CMS Decisions 
for New 2009 CPT Codes lists the new 
CPT codes for anesthesia and their base 
units that will be interim in CY 2009. 
Table 28 includes the following 
information: 

• CPT code. This is the CPT code for 
a service. 

• Description. This is an abbreviated 
version of the narrative description of 
the code. 

• AMA RUC recommendations. This 
column identifies the base units 
recommended by the AMA RUC. 

• CMS decision. This column 
indicates whether we agreed or we 
disagreed with the AMA RUC 
recommendation. 

• 2009 Base Units. This column 
establishes the CY 2009 base units for 
these services. 
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TABLE 28—AMA RUC ANESTHESIA RECOMMENDATIONS AND CMS DECISIONS FOR NEW AND REVISED/REVIEWED CPT 
CODES 

*CPT 1 code Description 
RUC 

recommenda-
tion 

CMS decision 2009 base 
units 

#00211 .......................... ANESTH, CRAN SURG, HEMOTOMA .............. 10.00 Agree ........................................... 10.00 
#00567 .......................... ANESTH, CABG W/PUMP ................................. 18.00 Agree ........................................... 18.00 

1 All CPT codes copyright 2008 American Medical Association. 
# New CPT code. 

E. Discussion of Codes and AMA RUC 
Recommendations 

The following is an explanation of our 
rationale for not accepting particular 
AMA RUC-recommended work RVUs. It 
is arranged by type of service in CPT 
order and refers only to work RVUs. 

1. Pelvic Bone Fracture Codes 

For CY 2009, the CPT Editorial Panel 
revised the following four CPT codes to 
report pelvic bone fractures as being 
unilateral, and reportedly, to clarify the 
nature of ring fractures as follows: 

• 27215, Open treatment of iliac 
spine(s), tuberosity avulsion, or iliac 
wing fractures(s), unilateral for pelvic 
bone fracture patterns which do not 
disrupt the pelvic ring includes internal 
fixation, when performed. 

• 27216, Percutaneous skeletal 
fixation of posterior pelvic bone fracture 
and/or dislocation, for fracture patterns 
which disrupt the pelvic ring, unilateral, 
(includes ipsilateral ilium, sacroiliac 
joint and/or sacrum). 

• 27217, Open treatment of anterior 
pelvic bone fracture and/or dislocation 
for fracture patterns which disrupt the 
pelvic ring, unilateral includes internal 
fixation when performed (includes 
ipsilateral pubic symphysis and/or 
superior/inferior rami). 

• 27218, Open treatment of posterior 
pelvic bone fracture and/or dislocation, 
for fracture patterns which disrupt the 
pelvic ring, unilateral, includes internal 
fixation, when performed (includes 
ipsilateral ilium, sacroiliac joint and/or 
sacrum. 

The AMA RUC reviewed these codes 
and agreed with the specialty society 
that revisions to the code descriptors 
were editorial because these services 
were previously valued as typically 
unilateral with internal fixation. The 
AMA RUC recommended maintaining 
the current work RVUs for these codes: 
10.45 work RVUs for CPT code 27215; 
15.73 work RVUs for CPT code 27216; 
14.65 work RVUs for CPT code 27217; 
and 20.93 work RVUs for CPT code 
27218. 

We do not agree with CPT and the 
AMA RUC that the pelvis is a unilateral 
structure and that the code descriptor 

change was editorial. The pelvis is 
formed by adjoining the ilium, ischium, 
pubis, and sacrum together. Clinically, 
it is a single anatomic entity and has 
been referenced as a single anatomic 
entity. We believe the previous code 
descriptors more accurately describe the 
structure of the pelvis and subsequent 
treatment of fractures. Therefore, we 
created four G codes to be used with 
pelvic bone fracture repairs that may 
occur on one side or both sides of the 
pelvis consistent with CY 2008 
descriptors. We believe the following 
codes represent these services more 
appropriately: 

• G0412, Open treatment of iliac 
spine(s), tuberosity avulsion, or iliac 
wing fractures(s), unilateral or bilateral 
for pelvic bone fracture patterns which 
do not disrupt the pelvic ring includes 
internal fixation, when performed. 

• G0413, Percutaneous skeletal 
fixation of posterior pelvic bone fracture 
and/or dislocation, for fracture patterns 
which disrupt the pelvic ring, unilateral 
or bilateral, (includes ilium, sacroiliac 
joint and/or sacrum). 

• G0414, Open treatment of anterior 
pelvic bone fracture and/or dislocation 
for fracture patterns which disrupt the 
pelvic ring, unilateral or bilateral, 
includes internal fixation when 
performed (includes pubic symphysis 
and/or superior/inferior rami). 

• G0415, Open treatment of posterior 
pelvic bone fracture and/or dislocation, 
for fracture patterns which disrupt the 
pelvic ring, unilateral or bilateral, 
includes internal fixation, when 
performed (includes ilium, sacroiliac 
joint and/or sacrum). 

We have decided to assign the same 
work RVU values for the G codes as for 
the corresponding CPT codes: 10.45 
work RVUs for G0412; 15.73 work RVUs 
for G0413; 14.65 work RVUs for G0414; 
and 20.93 work RVUs for G0415. For CY 
2009, we will not recognize CPT codes 
27215, 27216, 27217, and 27218 as 
covered services under the PFS and 
have assigned a status indicator of ‘‘I’’ 
(Not valid for Medicare purposes, 
Medicare recognizes another code). 

2. Stereotactic Radiosurgery Codes 
The CPT Editorial Panel made a 

significant revision to the stereotactic 
radiosurgery codes for cranial and 
spinal stereotactic radiosurgery (SRS) 
codes, for which the AMA RUC 
provided recommended work and PE 
valuations. For CY 2009, the CPT 
Editorial Panel deleted CPT code 61793, 
Stereotactic radiosurgery (particle beam, 
gamma ray, or linear accelerator), one 
or more sessions, and created seven new 
codes for cranial and spinal lesions to 
replace CPT code 61793. We believe 
that the deleted CPT code 61793 
accurately describes a complete course 
of stereotactic radiosurgery, inclusive of 
all lesions and anatomic sites. 

Delivery of radiation as a therapeutic 
modality consists of many components, 
including planning, physics, dosimetry, 
simulation, treatment delivery, and 
management. Regardless of the clinical 
background or training received by the 
clinician, we believe the work involved 
in providing radiation therapy services 
or radiosurgery radiation therapy is 
similar, and that the work relative 
values should be similar. Currently, CPT 
code 77432, Stereotactic radiation 
treatment management of cranial 
lesion(s) (complete course of treatment 
consisting of one session), with 7.92 
work RVUs, is used by providers when 
managing certain pre- and post-delivery- 
related services of stereotactic radiation. 
CPT code 77432 includes treatment- 
related services of all cranial lesions 
during one session. We have been 
informed that CPT code 77421, 
Stereoscopic X-ray guidance for 
localization of target volume for the 
delivery of radiation therapy, with 0.39 
work RVUs, often is used, in association 
with CPT code 77432, when 
appropriate. 

The specialty societies and the AMA 
RUC, in general, used open surgical 
codes as comparators during the RUC 
process. For example, for CPT code 
61797, the comparison code was CPT 
code 63048, Laminectomy, facetectomy 
and foraminotomy (unilateral or 
bilateral with decompression of spinal 
cord, cauda equina and/or nerve root[s], 
[eg, spinal or lateral recess stenosis]), 
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single vertebral segment; each 
additional segment, cervical, thoracic, 
or lumbar (List separately in addition to 
code for primary procedure), instead of 
a more equivalent stereotactic radiation 
treatment code. 

Therefore, we disagree with the work 
RVUs for the following CPT codes: 
61796, Stereotactic radiosurgery 
(particle beam, gamma ray, or linear 
accelerator); 1 simple cranial lesion; 
61797, Stereotactic radiosurgery 
(particle beam, gamma ray, or linear 
accelerator); each additional cranial 
lesion, simple; 61798, Stereotactic 
radiosurgery (particle beam, gamma ray, 
or linear accelerator); 1 complex cranial 
lesion; 61799, Stereotactic radiosurgery 
(particle beam, gamma ray, or linear 
accelerator); each additional cranial 
lesion, complex; 63620, Stereotactic 
radiosurgery (particle beam, gamma ray, 
or linear accelerator); 1 spinal lesion; 
and 63621, Stereotactic radiosurgery 
(particle beam, gamma ray, or linear 
accelerator); each additional spinal 
lesion. 

We believe that the more appropriate 
comparison for the replacement codes 
for CPT code 61793 is with CPT codes 
77432 plus 77421. The AMA RUC 
recommended that CPT codes 61796, 
61798, and 63620 include a half-day 
discharge day and two 99213 office 
visits. We include those recommended 
values within our valuation of these 
services. 

Therefore, the new work values for 
these codes would be as follows: 10.79 
work RVUs for CPT codes 61796, 61798, 
and 63620. For the add-on CPT codes 
61797, 61799, and 63621, the specialty 
societies and the AMA RUC used open 
surgical codes as comparison codes. As 
noted above, we do not believe that 
such codes provide the correct 
comparison, which led to an 
inappropriate valuation of these codes. 
Although we disagree with the 
methodology and valuation of the add- 
on codes, we will accept the values as 
recommended on an interim basis. We 
urge the AMA RUC, to the extent that 
the type of specialty involved played a 
part in the valuation of these codes, to 
place an emphasis on the type of work 
performed, not the specialty provider. 

3. Endothelial Keratoplasty 
The CPT Editorial Panel created two 

CPT codes (65756, Keratoplasty (corneal 
transplant); endothelial and 65757, 
Backbench preparation of corneal 
endothelial allograft prior to 
transplantation (List separately in 
addition to code for primary procedure) 
to describe the physician service of 
endothelial keratoplasty, which is a new 
surgical method of repairing certain 

types of diseased corneas that in the 
past would have required a full 
thickness corneal transplant (also called 
penetrating keratoplasty). The AMA 
RUC recommended 16.60 work RVUs 
for CPT code 65756 and 1.44 work 
RVUs for CPT code 65757. We have 
accepted the AMA RUC recommended 
work RVUs for CPT code 65756; 
however, we have decided to have 
Medicare contractors price CPT code 
65757. We recognize that it is difficult 
to assess the intensity and work of the 
other backbench transplant codes and 
have generally contractor priced them. 
We also recognize that this service is 
one of short duration and high intensity. 
The intra-service work per unit time 
(IWPUT) may not be of the greatest 
accuracy in evaluating this service. 

4. Cardiac Monitoring 
The CPT Editorial Panel made 

significant revisions to the cardiac 
device monitoring (CDM) codes, for 
which the AMA RUC provided work 
and PE valuations. The CDM codes 
describe services that generally fall into 
three categories: Interrogation of devices 
(retrieval and evaluation of stored 
device data); programming of devices 
(retrieval and evaluation of stored 
device data and programming of the 
device); and remote monitoring of 
devices (solely technical services for 
monitoring, basic analysis and 
assemblage of device data). 

We agree with the majority of the 
AMA RUC-recommended valuations. 
However, we question the 
recommended values of the increments 
between some codes within families and 
across families of pacemakers, 
implantable cardioverter defibrillators 
(ICDs), implantable loop recorders, and 
implantable cardiovascular monitoring 
systems. CPT codes 93279 through 
93281 (0.65 to 0.90 work RVUs, with a 
work RVU difference between the codes 
of 0.12 to 0.13) describe the 
programming of pacemakers according 
to the number of leads. CPT codes 
93282 through 93284 (0.85 to 1.25 work 
RVUs, with a work RVU difference 
between the codes of 0.07 to 0.33) 
describe the programming of ICDs 
according to the number of leads. We 
note that the recommended difference 
in the work RVUs between CPT code 
93279 (single lead programming 
pacemaker code) and CPT code 93282 
(single lead ICD code) is 0.20 work 
RVUs, and that the difference between 
CPT code 93281 (multiple lead 
programming pacemaker code) and CPT 
code 93284 (multiple lead ICD code) is 
0.35 work RVUs. The AMA RUC 
primarily used a comparison 
methodology to determine the value of 

the pacemaker codes and the surveyed 
25th percentile to determine the value 
of the implantable cardioverter 
defibrillator (ICD) codes. Even though 
different methodologies were utilized to 
develop the recommended values, we 
do not understand why the increments 
between various levels of the pacemaker 
programming codes are not also the 
appropriate increment between the 
various levels of ICD programming 
codes. Therefore, we are not accepting 
these recommendations and instead will 
establish work RVUs that maintain the 
same incremental difference between 
levels of programming codes. This 
change will help to ensure consistency 
and relativity within all cardiac device 
monitoring codes. The specific changes 
to the codes are discussed below. 

In addition, we believe that although 
the surveyed 25th percentile of 1.18 
work RVUs was chosen for valuation of 
CPT code 93283, the increment of 0.33 
work RVUs between CPT codes 93282 
and 93283 is excessive. Therefore, we 
believe that the appropriate value for 
CPT code 93283 is 1.05 work RVUs, 
slightly below the 25th percentile. We 
believe that an appropriate comparison 
CPT code for 93283 is CPT code 93890 
(Transcranial Doppler study of the 
intracranial arteries; vasoreactivity 
study) which has a work RVU of 1.00. 
CPT code 93286 (0.30 work RVUs) 
describes periprocedural programming 
of a pacemaker. CPT code 93287 (0.45 
work RVUs) describes periprocedural 
programming of an ICD. These codes 
have recommended work RVU 
differences of 0.15 work RVUs and 0.30 
work RVUs between the pacemakers 
and ICDs for a single service and for 
services pre- and postsurgery, 
respectively. CPT code 93288 (0.43 
work RVUs) describes in person 
interrogation of pacemakers. CPT Code 
93289 (0.92 work RVUs, which was 
developed by means of a crosswalk to a 
99213 office visit) describes in person 
interrogation of an ICD, a work RVU 
difference of 0.49 RVUs between the 
pacemakers and ICDs. 

As noted above, the work RVU 
difference between programming 
pacemakers and ICDs varies from 0.20 to 
0.35. Therefore, we believe that the 
appropriate value for CPT code 93289 
should be 0.78 (0.43 (the work value of 
CPT code 93288) plus 0.35 (the largest 
difference between pacemaker and ICD 
programming codes families)). 
Appropriate comparisons are CPT codes 
99231 (Subsequent hospital care) which 
has a work RVU of 0.76, and CPT code 
93015 (Cardiovascular stress test using 
maximal or submaximal treadmill or 
bicycle exercise, continuous 
electrocardiographic monitoring, and/or 
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pharmacological stress; with physician 
supervision, with interpretation and 
report) which has a work RVU of 0.75. 
Therefore, we believe a work RVU of 
0.78 is appropriate for CPT code 93289. 

The AMA RUC-recommended work 
RVUs of 0.65 for CPT code 93294, 
Interrogation device evaluation(s) 
(remote), up to 90 days; single, dual, or 
multiple lead pacemaker system with 
interim physician analysis, review(s) 
and report(s), was determined by 
multiplying 1.5 (the average number of 
transmissions per 90 days) times the 
work RVU for CPT code 93288 (0.43). 
The AMA RUC-recommended work 
RVUs of 1.38 for CPT code 93295, 
Interrogation device evaluation(s) 
(remote), up to 90 days; single, dual, or 
multiple lead pacemaker system with 
interim physician analysis, review(s) 
and report(s), was determined by 
multiplying 1.5 (the average number of 
transmissions per 90 days) times the 
work RVU for CPT code 93289 (0.92). 
Because we are adjusting the work value 
for CPT code 93289 to 0.78, using the 
RUC-recommended methodology, the 
adjusted work value for CPT code 93295 
is 1.17. 

We note that certain CDM codes were 
not reviewed by the RUC. For example, 
CPT codes 93230, Wearable 
electrocardiographic rhythm derived 
monitoring for 24 hours by continuous 
original waveform recording and storage 
without superimposition scanning 
utilizing a device capable of producing 
a full miniaturized printout; includes 
recording, microprocessor-based 
analysis with report, physician review 
and interpretation, and 93233, Wearable 
electrocardiographic rhythm derived 
monitoring for 24 hours by continuous 
original waveform recording and storage 
without superimposition scanning 
utilizing a device capable of producing 
a full miniaturized printout; physician 
review and interpretation, currently 
have work RVUs of 0.52 each. Some of 
the newly valued CDM codes that 
provide payment for 30 days of work 
(for example, CPT codes 93268, 
Wearable patient activated 
electrocardiographic rhythm derived 
event recording with presymptom 
memory loop, 24-hour attended 
monitoring, per 30 day period of time; 
includes transmission, physician review 
and interpretation, and 93272, Wearable 
patient activated electrocardiographic 
rhythm derived event recording with 
presymptom memory loop, 24-hour 
attended monitoring, per 30 day period 
of time; physician review and 
interpretation, also have work RVUs of 
0.52. We urge the AMA RUC to assess 
the work valuation of CPT codes 93230 
and 93233 in the future in light of the 

valuation of the other new similar 
codes. 

The adjusted work RVUs are as 
follows: 1.05 work RVUs for CPT code 
93283; 0.78 work RVUs for CPT code 
93289; and 1.17 work RVUs for CPT 
code 93295. 

5. Mobile Cardiovascular Telemetry and 
Implantable Loop Monitoring 

The CPT Editorial Panel created two 
new codes 93228 and 93229 for mobile 
cardiovascular telemetry and a new 
code 93299 related to implantable 
cardiovascular monitoring systems or 
implantable loop recorder systems. The 
AMA RUC recommended 0.52 work 
RVUs for CPT code 93228 and only 
direct cost inputs for CPT code 93229 
and 93299. These services were 
previously billed using unlisted codes, 
which were contractor priced. CPT code 
93228 represents the professional aspect 
of the mobile cardiovascular telemetry 
service and CPT code 93229 represents 
the technical aspect. We have accepted 
the AMA RUC recommended work 
RVUs for CPT code 93228. However, we 
will continue to contractor price CPT 
codes 93229 and 93299 in order to 
provide additional time to better 
understand the direct cost inputs for 
this service and to allow us to collect 
actual utilization data under the new 
code. 

6. Canalith Repositioning 
The CPT Editorial Panel created and 

the AMA RUC valued a new code (CPT 
code 95992, Canalith repositioning 
procedure(s) (eg, Epley maneuver, 
Semont maneuver), per day) for canalith 
repositioning, which is described as 
‘‘therapeutic maneuvering of the 
patients’ body and head designed to use 
the force of gravity. By using this type 
of maneuvering, the calcium crystal 
debris that is in the semi-circular canal 
system is redeposited into a neutral part 
of the end organ where it will not cause 
vertigo.’’ This is a procedure that has 
been performed for several years. 
Previously this maneuver was billed by 
physicians as part of an E&M service 
and by nonphysician practitioners, 
primarily therapists, under a number of 
CPT codes, including 97112, 
Therapeutic procedure, one or more 
areas, each 15 minutes; neuromuscular 
reeducation of movement, balance, 
coordination, kinesthetic sense, posture, 
and/or proprioception for sitting and/or 
standing activities, which has 0.45 work 
RVUs. Therapists usually bill 2 units of 
service. The RUC recommended work 
RVUs for this service is 0.75. 

We believe a status indicator of ‘‘B’’ 
(Bundled Code, payments for covered 
services are always bundled into 

payment for other services not 
specified) is most appropriate because 
this service is currently being paid for 
as part of an E&M service. (Note: 
Because neurologists and physical 
therapists are the predominant 
providers of this service to Medicare 
patients (each at 22 percent) it has been 
assigned as a ‘‘sometimes therapy’’ 
service under the therapy code abstract 
file.) 

F. Additional Coding Issues 

1. Reduction in the Technical 
Component (TC) Payment for Imaging 
Services Paid Under the PFS to the 
Outpatient Department (OPD) Amount 

Effective January 1, 2007, section 
5102(b)(1) of the Deficit Reduction Act 
of 2005 (Pub. L. 109–171) (DRA) capped 
the TC of most imaging services paid 
under the PFS to the amount paid under 
the Outpatient Prospective Payment 
System (OPPS) (71 FR 69659). 

The list of codes subject to of OPPS 
cap has been revised to reflect new and 
deleted CPT codes for 2009. CPT Codes 
78890 and 78891 have been deleted and 
have been removed from the list. The 
following new CPT codes have been 
added to the list: 

• 93306, Echocardiography, 
transthoracic real-time with image 
documentation (2D), including M-mode 
recording if performed, with spectral 
Doppler echocardiography, and with 
color flow Doppler echocardiography. 

The complete list of codes subject to 
the OPPS cap is in Addendum I. 

2. Moderate (Conscious) Sedation Codes 
(CPT Codes 99143 to 99150) 

In 2006, the moderate sedation codes 
were adopted by the CPT. We did not 
accept the AMA RUC-recommended 
work values for these codes, but stated 
that they would be contractor priced 
under the PFS. At that time, we 
indicated that we would continue to 
review this issue. 

In August 2008, the AMA RUC 
convened a workgroup to review the 
moderate sedation codes. The 
workgroup examined national claims 
data provided to them by CMS to 
determine if any further action was 
necessary for these codes. The 
workgroup concluded its work in 
September 2008. It recommended that 
CMS again consider assigning the 
previously AMA RUC-recommended 
work values to both the pediatric and 
adult moderate sedation codes. 

Comment: Although not specifically 
discussed in the CY 2009 PFS proposed 
rule, we received comments concerning 
the pricing of these codes. Commenters 
requested that CMS assign the status 
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indicator of ‘‘A’’ to these codes under 
the PFS Database and include the AMA 
RUC-recommended RVUs for these 
codes. Another commenter requested 
that we implement the AMA RUC 
recommendations for the pediatric 
conscious sedation codes which are 
represented by CPT codes 99143 and 
99150. 

Response: When these codes were 
established by the CPT, the physician 
specialties that were surveyed by the 
AMA RUC to recommend work RVUs 
were the pediatricians, emergency 
medicine physicians, spine surgeons, 
and oral and maxillofacial surgeons. 
Our review of Medicare national claims 
data shows that these codes are most 
often utilized by anesthesiologists and 
interventional pain management 
physicians. We continue to have 
concerns about the utilization of these 
codes and will continue to review them 
under the Medicare program. 

We will also continue contractor 
pricing of these codes under the PFS. 
Regarding the AMA RUC-recommended 
work values for the moderate sedation 
codes, which we have not accepted, we 
note that RUC-recommended values for 
these codes were included in the CY 
2006 PFS final rule with comment 
period (70 FR 70282). 

3. Inpatient Dialysis Services (CPT 
Codes 90935, 90937, 90945, and 90947) 

Although not discussed in the CY 
2009 PFS proposed rule, we received 
comments requesting that CMS apply 
the increases in work RVUs for E&M 
services recommended by the AMA 
RUC for each CPT code with a global 
period of 10 and 90 days as part of the 
2007 PFS proposed and final rules to 
the inpatient dialysis family of services. 

Comment: Some commenters believed 
that the outpatient and inpatient 
dialysis services that use E&M codes as 
‘‘building blocks’’ or components of 
their valuation should have the full 
increases for the E&M codes 
incorporated into their values as well. 

Response: Increases in E&M codes 
were not applied to the inpatient 
dialysis services because these codes do 
not have a global period of 10 or 90 
days. The AMA RUC recommendations 
were specifically for codes with global 
periods of 10 or 90 days. We suggest 
that the specialty society work with the 
AMA RUC using the existing process to 
address this issue. 

4. New Codes for Re-Examination at the 
Next 5-Year Review 

As part of its annual recommendation, 
the AMA RUC includes a list identifying 
new CPT codes which will be 
reexamined at the next 5-Year Review of 

Work RVUs. New CPT codes that have 
been added to this list are identified 
with an asterisk (*) on Table 27: AMA 
RUC Recommendations and CMS’ 
Decisions for New and Revised 2009 
CPT Codes. 

5. Comments Received on New CPT 
Codes for CY 2009 

We received comments on new CPT 
codes for CY 2009 including Category III 
codes. Since these are new codes for CY 
2009, they are subject to comment as 
part of this final rule. Note: Category III 
codes are contractor priced under the 
PFS. 

H. Establishment of Interim PE RVUs for 
New and Revised Physician’s Current 
Procedural Terminology (CPT) Codes 
and New Healthcare Common 
Procedure Coding System (HCPCS) 
Codes for 2009 

We have developed a process for 
establishing interim PE RVUs for new 
and revised codes that is similar to that 
used for work RVUs. Under this process, 
the AMA RUC recommends the PE 
direct inputs (the staff time, supplies 
and equipment) associated with each 
new code. CMS reviews the 
recommendations in a manner similar to 
our evaluation of the recommended 
work RVUs. The AMA RUC 
recommendations on the PE inputs for 
the new and revised CY 2009 codes 
were submitted to CMS as interim 
recommendations. 

We have accepted, in the interim, the 
PE recommendations submitted by the 
RUC for the codes listed in Table 27: 
AMA RUC Recommendations and CMS’ 
Decisions for New and Revised 2009 
CPT Codes and Table 26 except as noted 
below in this section. 

1. CPT Code Series 93279 Through 
93292 

The AMA RUC PE recommendations 
for cardiac monitoring services in the 
CPT code series 93279 through 93292 
recommended that we include a 
‘‘pacemaker monitoring system’’ as the 
necessary equipment to be used in each 
code of the 14 CPT code series 93279 
through 93292. Because the specialty 
did not list a price along with the 
equipment item we reviewed the 
equipment used in the existing services 
that were used to crosswalk to the new 
codes. We found that the existing 
services are each assigned the 
pacemaker follow-up system (including 
software and hardware), CMS 
equipment code EQ198 and, as such, we 
have assigned this equipment item to 
each of the 14 new services on an 
interim basis. 

The RUC recommended that a 
‘‘pacemaker interrogation system’’ be 
used for the two CPT codes 93293 and 
93296. However, the PE database does 
not contain an equipment item with this 
description. Because we noted a 100 
percent crosswalk from existing CPT 
code 93733 that utilizes the pacemaker 
follow-up system to the new CPT code 
93293, we have assigned, on an interim 
basis, the pacemaker follow-up system 
to CPT codes 93293 and 93296 (a ‘‘new’’ 
service without a crosswalk). 

We ask commenters to provide 
documentation to us as to the type and 
cost of equipment that is used in 
furnishing these services in the 
physician office and other information 
to support any suggested changes from 
the prior inputs. 

2. CPT Code 41530 
The AMA RUC recommended PE 

direct inputs for CPT code 41530, 
Submucosal ablation of the tongue base, 
radiofrequency, one or more sites, per 
session, include a disposable pulse 
oximeter finger probe. We did not 
accept the addition of this item to the 
PE database for this or any other 
procedure because, as we have 
discussed in the CY 2004 PFS proposed 
and final rules (68 FR 49037 and 63206), 
we continue to treat the pulse oximeter 
probe as reusable. 

3. CPT Code 46930 
In the AMA RUC PE 

recommendations for CPT code 46930, 
Destruction of internal hemorrhoid(s) by 
thermal energy (eg, infrared 
coagulation, cautery, radiofrequency), 
the specialty society requested that we 
add a light guide to the existing price of 
$3,087.50, for the infrared coagulator 
and provided the list price of $730 for 
this item. In addition, the specialty 
society requested that a sheath (pricing 
information provided by the specialty at 
$10.50) for the light guide be included 
as a typical supply for this procedure. 
We have reviewed the components of 
the existing infrared coagulator in the 
PE database and note its price of 
$3087.50 includes an infrared power 
unit and a hand applicator. Using our 
existing pricing information, we have 
added the price of $572 for the 
indicated (6mm x 220mm) light guide 
(the price resulting from averaging the 
costs of the Teflon and Sapphire tips) to 
the infrared coagulator for a total price 
of $3,659. We did not accept the AMA 
RUC-recommended sheath to cover the 
light guide that the specialty proposed 
to add to the PE database for this service 
and 4 other procedures as we do not 
believe it to be typically used in 
furnishing these services. Because the 
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light guide was not a component of the 
infrared coagulator item at the time we 
re-priced our entire equipment file for 
CY 2005, and because this same 
equipment item is used for 4 other 
endoscopy procedures—including CPT 
codes 46606, 46608, 46610, and 46612— 
we ask commenters to provide us with 
information and documentation as to 
whether the light guide is typical to any 
of these 5 procedures. Additionally, we 
also invite comments about the typical 
use of the sheath in relationship to the 
light guide. In the interim, while we 
await comments, we have assigned the 
new equipment price including the light 
guide to the new CPT code 46930 as 
well as the four other procedures that 
employ this infrared coagulator for CY 
2009. 

4. CPT Code 64632 
For CPT code 64632, Destruction by 

neurolytic agent; plantar common 
digital nerve, the AMA RUC 
recommended that supply code SH062, 
a sclerosing solution for injection, be 
used as a proxy for the neurolytic agent 
needed to perform this procedure. We 
are concerned about the appropriateness 
of this substitution suggested by the 
specialty society. The society stated that 
it was not able to find pricing for either 
phenol or 4 percent ethyl alcohol, 
which the society believes are the 
commonly used analytics for this 
procedure. We ask commenters to 
provide us documentation for pricing of 
the phenol or 4 percent ethyl alcohol 
that are appropriately used in furnishing 
this service. In the interim, we will 
accept the recommendation to use the 
$2.029 sclerosing solution as the proxy 
for the analytic agent. 

5. CPT Code Series 90951 Through 
90966 

For the End-Stage Renal Disease 
(ESRD) Services including new CPT 
codes 90951, 90952, 90953, 90954, 
90955, 90956, 90957, 90958, 90959, 
90960, 90961, 90962, 90963, 90964, 
90965 and 90966, the AMA RUC 
recommended PE direct inputs (36 
minutes of clinical labor for the pre- 
service period and an additional 6 
minutes in the post period for CPT 
codes 90960, 90961, 90962 and 90966) 
for the monthly capitation payments. 
For CPT codes 90967, 90968, 90969, and 
90970, the ESRD codes representing per- 
day payments, the AMA RUC PE 
recommendations included 1.2 minutes 
of clinical labor per day. Prior to 
accepting these PE recommendations, 
we have asked the AMA RUC to review 
the PE inputs at an upcoming meeting 
to make certain that they accurately 
reflect the typical direct resources 

required for these services. In the 
interim, we will continue to use the 
established PE RVUs for these services. 
In addition, for CPT codes 90960 and 
90961, we will ask the RUC to review 
the physician times for these services. 

6. CPT Code 93306 
The AMA RUC recommended PE 

direct inputs for CPT code 93306, 
Echocardiography, transthoracic real- 
time with image documentation (2D), 
including M-mode recording if 
performed, with spectral Doppler 
echocardiography, and with color flow 
Doppler echocardiography. However, 
the AMA RUC did not recommend any 
changes to the PE direct inputs for the 
related echocardiography codes 93307, 
93320 and 93325. Prior to accepting this 
recommendation, we have asked the 
AMA RUC to review the PE inputs 
93307, 93320 and 93325 to ensure that 
they are consistent with the 
recommended direct inputs for 93306. 
In the interim, we will continue to use 
the established PE RVUs for these 
services. 

7. CPT Code 93351 
The AMA RUC recommended PE 

inputs for CPT code 93351, 
Echocardiography, transthoracic real- 
time with image documentation (2D), 
including M-mode recording, when 
performed, during rest and 
cardiovascular stress test using 
treadmill, bicycle exercise and/or 
pharmacologically induced stress, with 
interpretation and report; including 
performance of continuous 
electrocardiographic monitoring with 
physician supervision, includes three 
new equipment items with pricing 
information proposed by the specialty 
society. These new equipment items 
include an ultrasound machine, an 
echocardiography exam table, and a 
dual image viewing and reporting 
system. We did not accept the 
recommended ultrasound machine 
valued at $325,000 which appears to be 
a newer model than that currently used 
in a similar procedure and priced at 
$248,000 in the PE database. We also 
did not accept the echocardiography 
exam table ($11,095) because we do not 
believe it to be the typical equipment 
item found in the physician’s office. In 
place of these two new items, we 
assigned those PE inputs from the PE 
database that are typical to similar 
services—the $248,000 ultrasound 
machine and a $1,915 stretcher. We ask 
commenters to provide us with 
documentation as to the type and cost 
of equipment that is used in furnishing 
the procedure in the physician office 
setting along with a rationale for 

suggested changes from the existing 
inputs. 

We have included the ‘‘dual’’ 
echocardiography image viewing and 
reporting system, although we accepted 
the base unit price of $85,000 in place 
of the $173,000 price provided by the 
specialty. This basic system is sufficient 
to manage, import, export, archive, and 
review and report digital exams; and, it 
contains an additional work station that 
is designed to function concurrently 
with a second ultrasound machine. 
Because this unit is designed for the 
concurrent use of two ultrasound units 
(a connection for managing the images 
from a third unit can be added for an 
additional fee), we ask commenters to 
provide us with the typical scenario as 
to whether one, two, or three ultrasound 
units will be connected to this image 
management system. We also ask 
commenters for information as to the 
amount of time that this dual image 
management system is in use for this 
procedure. In the interim, we have 
assigned the 7 minutes from the AMA 
RUC PE recommendation that is 
indicated for the cardiac sonographer to 
enter the ECG and echo report elements 
into reporting system. 

8. CPT Code 95803 

CPT code 95803, Actigraphy, testing, 
recording, analysis, interpretation and 
report (minimum of 72 hours to 14 
consecutive days of recording), requires 
the patient to wear a home monitor for 
24 hours a day for 3 to 14 days. The 
RUC PE recommendations did not 
include the typical number of days the 
home monitor would be in use. They 
also did not include the necessary 
equipment used to analyze the data. 
Therefore, we seek comment on the 
typical number of days for this service. 
We will continue to contractor price this 
service for 2009. 

VI. Physician Self-Referral Prohibition: 
Annual Update to the List of CPT/ 
HCPCS Codes 

A. General 

Section 1877 of the Act prohibits a 
physician from referring a Medicare 
beneficiary for certain designated health 
services (DHS) to a health care entity 
with which the physician (or a member 
of the physician’s immediate family) has 
a financial relationship, unless an 
exception applies. Section 1877 of the 
Act also prohibits the DHS entity from 
submitting claims to Medicare or billing 
the beneficiary or any other entity for 
Medicare DHS that are furnished as a 
result of a prohibited referral. 

Section 1877(h)(6) of the Act specifies 
that the following services are DHS: 
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• Clinical laboratory services. 
• Physical therapy services. 
• Occupational therapy services. 
• Radiology services. 
• Radiation therapy services and 

supplies. 
• Durable medical equipment and 

supplies. 
• Parenteral and enteral nutrients, 

equipment, and supplies. 
• Prosthetics, orthotics, and 

prosthetic devices and supplies. 
• Home health services. 
• Outpatient prescription drugs. 
• Inpatient and outpatient hospital 

services. 

B. Speech-Language Pathology Services 

As we stated in section III.I. of this 
final rule with comment period, section 
143 of the MIPPA amended section 
1877(h)(6) of the Act to specify that 
‘‘outpatient speech-language pathology 
services’’ are DHS, effective July 1, 
2009. We note that, in the ‘‘Phase I’’ 
physician self-referral final rule, we 
defined the DHS category of ‘‘physical 
therapy services’’ to include speech- 
language pathology services because the 
statutory definition of ‘‘outpatient 
physical therapy services’’ (section 
1861(p) of the Act) included speech- 
language pathology services (66 FR at 
925). To conform the language of the 
regulations to MIPPA, we are revising 
two of the definitions at § 411.351. First, 
we are revising the definition of 
‘‘Designated health services (DHS)’’ by 
adding the word ‘‘outpatient’’ before the 
phrase ‘‘speech-language pathology 
services’’ in paragraph (2). Second, we 
are revising the definition of ‘‘Physical 
therapy, occupational therapy, and 
speech-language pathology services’’ by: 

• Removing the phrase ‘‘speech- 
language pathology’’ in the heading of 
the definition and wherever it occurs 
within the introductory paragraph and 
adding, in its place, the phrase 
‘‘outpatient speech-language 
pathology’’; 

• Deleting the parenthetical 
‘‘(including speech-language pathology 
services)’’ from paragraph (1) of the 
description of physical therapy services; 

• Deleting sub-paragraph (1)(iv), 
which describes physical therapy 
services as including ‘‘Speech-language 
pathology services that are for the 
diagnosis and treatment of speech, 
language, and cognitive disorders that 
include swallowing and other oral- 
motor dysfunctions;’’ and 

• Adding the following new 
paragraph to describe outpatient speech- 
language pathology services: ‘‘(3) 
Outpatient speech-language pathology 
services, meaning those services as 
described in section 1861(ll)(2) of the 

Act that are for the diagnosis and 
treatment of speech, language, and 
cognitive disorders that include 
swallowing and other oral-motor 
dysfunctions’’. 

Consistent with the provisions of 
section 143 of the MIPPA, these changes 
will be effective July 1, 2009. 

C. Annual Update to the Code List 

1. Background 

In § 411.351, we specify that the 
entire scope of four DHS categories is 
defined in a list of CPT/HCPCS codes 
(the Code List), which is updated 
annually to account for changes in the 
most recent CPT and HCPCS 
publications. The DHS categories 
defined and updated in this manner are: 

• Clinical laboratory services. 
• Physical therapy, occupational 

therapy, and outpatient speech-language 
pathology services. 

• Radiology and certain other imaging 
services. 

• Radiation therapy services and 
supplies. 

The Code List also identifies those 
items and services that may qualify for 
either of the following two exceptions to 
the physician self-referral prohibition: 

• EPO and other dialysis-related 
drugs furnished in or by an ESRD 
facility (§ 411.355(g)). 

• Preventive screening tests, 
immunizations, or vaccines 
(§ 411.355(h)). 

The Code List was last updated in the 
CY 2008 PFS final rule with comment 
period (72 FR 66222) and in a 
subsequent correction notice (73 FR 
2568). 

2. Response to Comments 

We received no public comments 
relating to the Code List that became 
effective January 1, 2008. 

3. Revisions Effective for 2009 

The updated, comprehensive Code 
List effective January 1, 2009 appears as 
Addendum J in this final rule with 
comment period and is available on our 
Web site at http://www.cms.hhs.gov/ 
PhysicianSelfReferral/ 
11_List_of_Codes.asp#TopOfPage. 
Additions, deletions, and revisions to 
the Code List conform the Code List to 
the most recent publications of CPT and 
HCPCS. 

Tables 29, 30, and 31 identify the 
additions, deletions, and revisions, 
respectively, to the comprehensive Code 
List that was published in Addendum I 
of the CY 2008 PFS final rule (72 FR 
66574 through 66578) and revised in a 
subsequent correction notice (73 FR 
2568). 

Tables 29 and 30 also identify the 
additions and deletions to the lists of 
codes used to identify the items and 
services that may qualify for the 
exceptions in § 411.355(g) (regarding 
EPO and other dialysis-related 
outpatient prescription drugs furnished 
in or by an ESRD facility) and in 
§ 411.355(h) (regarding preventive 
screening tests, immunizations, and 
vaccines). 

In Table 29, we specify additions that 
generally reflect new CPT and HCPCS 
codes that become effective January 1, 
2009, or that became effective since our 
last update. Also, we are adding CPT 
code 0183T (Low frequency, non- 
contact, non-thermal ultrasound) to the 
category of Physical Therapy, 
Occupational Therapy, and Outpatient 
Speech-Language Pathology Services. 
The AMA added this code to the CPT 
for 2008, but we inadvertently failed to 
add this code to our Code List. 

Table 30 reflects the deletions 
necessary to conform the Code List to 
the most recent publications of CPT and 
HCPCS. It also reflects our decision to 
delete CPT codes 78000, 78001, and 
78003 from the Radiology and Certain 
Other Imaging Services category of the 
Code List because we realized that these 
codes do not involve imaging and, 
therefore, should not be included in that 
category. 

Also in the category of Radiology and 
Certain Other Imaging Services and as 
shown in Table 31, we are making 
revisions to our qualifying language 
included in brackets for CPT codes 
93320, 93321 and 93325. Our revisions 
reflect changes made by the AMA for 
the CPT 2009 that specify with which 
codes CPT codes 93320, 93321, and 
93325 may be used. Additionally, we 
found that we had previously failed to 
include certain CPT codes with which 
CPT code 93325 may be used. Thus, we 
are revising our qualifying language in 
brackets for CPT 93325 to clarify that it 
is considered a DHS when used in 
conjunction with CPT codes 76825, 
76826, 76827, 76828, 99903, 93304, and 
93308. 

We will consider comments regarding 
the codes listed in Tables 29, 30, and 31. 
Comments will be considered if we 
receive them by the date specified in the 
‘‘DATES’’ section of this final rule with 
comment period. We will not consider 
any comment that advocates a 
substantive change to any of the DHS 
defined in § 411.351. 
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TABLE 29—ADDITIONS TO THE PHYSI-
CIAN SELF-REFERRAL LIST OF CPT 1 
HCPCS CODES 

CLINICAL LABORATORY SERVICES 

0194T Procalcitonin (PCT). 

PHYSICAL THERAPY, OCCUPATIONAL 
THERAPY, AND OUTPATIENT SPEECH- 
LANGUAGE PATHOLOGY SERVICES 

0183T Wound ultrasound. 
95992 Canalith repositioning proc. 

RADIOLOGY AND CERTAIN OTHER 
IMAGING SERVICES 

93306 TTE w/Doppler, complete. 
A9580 Sodium fluoride F–18. 

RADIATION THERAPY SERVICES AND 
SUPPLIES 

0190T Place intraoc radiation src. 
0197T Intrafraction track motion. 
61796 SRS, cranial lesion simple. 
61797 SRS, cran les simple, addl. 
61798 SRS, cranial lesion complex. 
61799 SRS, cran les complex, addl. 
61800 Apply SRS headframe add-on. 
63620 SRS, spinal lesion. 
63621 SRS, spinal lesion, addl. 
77785 HDR brachytx, 1 channel. 
77786 HDR brachytx, 2–12 channel. 
77787 HDR brachytx over 12 chan. 

DRUGS USED BY PATIENTS UNDERGOING 
DIALYSIS 

J1750 Inj iron dextran. 

PREVENTIVE SCREENING TESTS, 
IMMUNIZATIONS AND VACCINES 

[No additions]. 

1 CPT codes and descriptions only are copy-
right 2008 AMA. All rights are reserved and 
applicable FARS/DFARS clauses apply. 

TABLE 30—DELETIONS TO THE PHYSI-
CIAN SELF-REFERRAL LIST OF 
CPT 1/HCPCS CODES 

CLINICAL LABORATORY SERVICES 

0026T Measure remnant lipoproteins. 
0041T Detect ur infect agnt w/cpas. 
0043T Co expired gas analysis. 
0058T Cryopreservation, ovary tiss. 
0059T Cryopreservation, oocyte. 

PHYSICAL THERAPY, OCCUPATIONAL 
THERAPY, AND OUTPATIENT SPEECH- 
LANGUAGE PATHOLOGY SERVICES 

0029T Magnetic tx for incontinence. 

RADIOLOGY AND CERTAIN OTHER 
IMAGING SERVICES 

0028T Dexa body composition study. 
78000 Thyroid, single uptake. 
78001 Thyroid, multiple uptakes. 
78003 Thyroid, suppress/stimul. 

TABLE 30—DELETIONS TO THE PHYSI-
CIAN SELF-REFERRAL LIST OF 
CPT 1/HCPCS CODES—Continued 

78890 Nuclear medicine data proc. 
78891 Nuclear med data proc. 

RADIATION THERAPY SERVICES AND 
SUPPLIES 

61793 Focus radiation beam. 
77781 High intensity brachytherapy. 
77782 High intensity brachytherapy. 
77783 High intensity brachytherapy. 
77784 High intensity brachytherapy. 

DRUGS USED BY PATIENTS UNDERGOING 
DIALYSIS 

J1751 Iron dextran 165 injection. 
J1752 Iron dextran 267 injection. 

PREVENTIVE SCREENING TESTS, 
IMMUNIZATIONS AND VACCINES 

[No deletions]. 

1 CPT codes and descriptions only are copy-
right 2008 AMA. All rights are reserved and 
applicable FARS/DFARS clauses apply. 

TABLE 31—REVISIONS TO THE PHYSI-
CIAN SELF-REFERRAL LIST OF CPT 1 
HCPCS CODES 

CLINICAL LABORATORY SERVICES 

[No revisions]. 

PHYSICAL THERAPY, OCCUPATIONAL 
THERAPY, AND OUTPATIENT SPEECH- 
LANGUAGE PATHOLOGY SERVICES 

[No revisions]. 

RADIOLOGY AND CERTAIN OTHER 
IMAGING SERVICES 

93320 Doppler echo exam, heart [if used in 
conjunction with 93303–93304]. 

93321 Doppler echo exam, heart [if used in 
conjunction with 93303, 93304, 93308]. 

93325 Doppler color flow add-on [if used in 
conjunction with 76825, 76826, 76827, 
76828, 93303, 93304, 93308]. 

RADIATION THERAPY SERVICES AND 
SUPPLIES 

[No revisions]. 

DRUGS USED BY PATIENTS UNDERGOING 
DIALYSIS 

[No revisions]. 

PREVENTIVE SCREENING TESTS, IMMU-
NIZATIONS AND VACCINES 

[No revisions]. 

1 CPT codes and descriptions only are copy-
right 2008 AMA. All rights are reserved and 
applicable FARS/DFARS clauses apply. 

VII. Physician Fee Schedule Update for 
CY 2009 

A. Physician Fee Schedule Update 
The PFS update is set under a formula 

specified in section 1848(d)(4) of the 
Act. Section 101 of the MIEA-TRHCA 
provided a 1-year increase in the CY 
2007 conversion factor (CF) and 
specified that the CF for CY 2008 must 
be computed as if the 1-year increase 
had never applied. Section 101 of the 
MMSEA provided a 6-month increase in 
the CY 2008 CF, from January 1, 2008, 
through June 30, 2008, and specified 
that the CF for the remaining portion of 
2008 and the CFs for CY 2009 and 
subsequent years must be computed as 
if the 6-month increase had never 
applied. Section 131 of the MIPPA 
extended the increase in the CY 2008 CF 
that was applicable for the first half of 
the year to the entire year, provided for 
a 1.1 percent increase to the CY 2009 
CF, and specified that the CFs for CY 
2010 and subsequent years must be 
computed as if the increases for CYs 
2007, 2008, and 2009 had never applied. 

If section 101 of the MMSEA had not 
been enacted, the CY 2008 CF update 
would have been –10.1 percent 
(0.89896), as published in the CY 2008 
PFS final rule with comment period (72 
FR 66383). For CY 2009, the Medicare 
Economic Index (MEI) is equal to 1.6 
percent (1.016). The update adjustment 
factor (UAF) is –7.0 percent (0.930). Our 
calculations of these figures are 
explained below in this section. If 
section 131 of the MIPPA had not been 
enacted, the CY 2009 CF update would 
have been the –15.1 percent (0.84941), 
which is the product of the published 
CY 2008 update (0.89896), the MEI 
(1.016), and the UAF (0.930). Consistent 
with section 131 of the MIPPA, 
however, the update for CY 2009 is 1.1 
percent. 

B. The Percentage Change in the 
Medicare Economic Index (MEI) 

The Medicare Economic Index (MEI) 
is authorized by section 1842(b)(3) of 
the Act, which states that prevailing 
charge levels beginning after June 30, 
1973, may not exceed the level from the 
previous year except to the extent that 
the Secretary finds, on the basis of 
appropriate economic index data, that 
the higher level is justified by year-to- 
year economic changes. 

The MEI measures the weighted- 
average annual price change for various 
inputs needed to produce physicians’ 
services. The MEI is a fixed-weight 
input price index, with an adjustment 
for the change in economy-wide 
multifactor productivity. This index, 
which has CY 2000 base year weights, 
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is comprised of two broad categories: (1) 
Physician’s own time; and (2) 
physician’s PE. 

The physician’s own time component 
represents the net income portion of 
business receipts and primarily reflects 
the input of the physician’s own time 
into the production of physicians’ 
services in physicians’ offices. This 
category consists of two 
subcomponents: (1) Wages and salaries; 
and (2) fringe benefits. 

The physician’s PE category 
represents nonphysician inputs used in 
the production of services in physicians’ 
offices. This category consists of wages 

and salaries and fringe benefits for 
nonphysician staff and other nonlabor 
inputs. The physician’s PE component 
also includes the following categories of 
nonlabor inputs: Office expense; 
medical materials and supplies; 
professional liability insurance; medical 
equipment; prescription drugs; and 
other expenses. The components are 
adjusted to reflect productivity growth 
in physicians’ offices by the 10-year 
moving average of productivity in the 
private nonfarm business sector. 

Table 32 presents a listing of the MEI 
cost categories with associated weights 

and percent changes for price proxies 
for the 2009 update. For CY 2009, the 
increase in the MEI is 1.6 percent, 
which includes a 1.4 percent 
productivity offset based on the 10-year 
moving average of multifactor 
productivity. This is the result of a 3.6 
percent increase in physician’s own 
time and a 2.4 percent increase in 
physician’s PE. Within the physician’s 
PE, the largest increase occurred in 
prescription drugs, which increased 6.0 
percent, and employee benefits, which 
increased 4.3 percent. 

TABLE 32—INCREASE IN THE MEDICARE ECONOMIC INDEX UPDATE FOR CY 2009 1 

Cost categories and price measures CY 2000 
weights 2 

CY 2009 
percent 
changes 

Medicare Economic Index Total, productivity adjusted 3 ................................................................................................. N/A 1.6 
Productivity: 10-year moving average of multifactor productivity, private nonfarm business sector 3 .................... N/A 1.4 

Medicare Economic Index Total, without productivity adjustment .................................................................................. 100.000 3.0 
1. Physician’s Own Time 4 ........................................................................................................................................ 52.466 3.6 

a. Wages and Salaries: Average Hourly Earnings, private Nonfarm ............................................................... 42.730 3.8 
b. Fringe Benefits: Employment Cost Index, benefits, private Nonfarm 4 ........................................................ 9.735 2.7 

2. Physician’s Practice Expense 4 ............................................................................................................................ 47.534 2.4 
a. Nonphysician Employee Compensation ....................................................................................................... 18.653 3.6 

(1) Wages and Salaries: Employment Cost Index, wages and salaries, weighted by occupation ........... 13.808 3.4 
(2) Fringe Benefits: Employment Cost Index, fringe benefits, weighted by occupation ........................... 4.845 4.3 

b. Office Expense: Consumer Price Index for Urban Areas (CPI–U), housing ................................................ 12.209 3.1 
c. Drugs and Medical Materials and Supplies .................................................................................................. 4.319 4.1 

(1) Medical Materials and Supplies: Producer Price Index (PPI), surgical appliances and supplies/CPI– 
U, medical equipment and supplies (equally weighted) ........................................................................ 2.011 1.4 

(2) Pharmaceuticals: Producer Price Index (PPI ethical prescription drugs) ............................................ 2.308 6.0 
d. Professional Liability Insurance: Professional liability insurance Premiums 5 .............................................. 3.865 ¥2.7 
e. Medical Equipment: PPI, medical instruments and equipment .................................................................... 2.055 0.5 
f. Other Expenses ............................................................................................................................................. 6.433 2.3 

1 The rates of historical change are estimated for the 12-month period ending June 30, 2008, which is the period used for computing the CY 
2009 update. The price proxy values are based upon the latest available Bureau of Labor Statistics data as of September 5, 2008. 

2 The weights shown for the MEI components are the 2000 base-year weights, which may not sum to subtotals or totals because of rounding. 
The MEI is a fixed-weight, Laspeyres-type input price index whose category weights indicate the distribution of expenditures among the inputs to 
physicians’ services for CY 2000. To determine the MEI level for a given year, the price proxy level for each component is multiplied by its 2000 
weight. The sum of these products (weights multiplied by the price index levels) over all cost categories yields the composite MEI level for a 
given year. The annual percent change in the MEI levels is an estimate of price change over time for a fixed market basket of inputs to physi-
cians’ services. 

3 These numbers may not sum due to rounding and the multiplicative nature of their relationship. 
4 The measures of productivity, average hourly earnings, Employment Cost Indexes, as well as the various Producer and CPIs can be found 

on the BLS Web site at http://stats.bls.gov. 
5 Derived from data collected from several major insurers (the latest available historical percent change data are for the period ending second 

quarter of 2008). 

C. The Update Adjustment Factor (UAF) 

Section 1848(d) of the Act provides 
that the PFS update is equal to the 
product of the percentage change in the 
MEI and the update adjustment factor 
(UAF). The UAF is applied to make 
actual and target expenditures (referred 
to in the statute as ‘‘allowed 
expenditures’’) equal. Allowed 
expenditures are equal to actual 
expenditures in a base period updated 
each year by the sustainable growth rate 
(SGR). The SGR sets the annual rate of 
growth in allowed expenditures and is 
determined by a formula specified in 
section 1848(f) of the Act. 

The PFS update is set under a formula 
specified in section 1848(d)(4) of the 
Act. Section 101 of the MIEA–TRHCA 
provided a 1-year increase in the CY 
2007 CF and specified that the CF for 
CY 2008 must be computed as if the 1- 
year increase had never applied. Section 
101 of the MMSEA provided a 6-month 
increase in the CY 2008 CF, from 
January 1, 2008, through June 30, 2008, 
and specified that the CF for the 
remaining portion of 2008 and the CFs 
for CY 2009 and subsequent years must 
be computed as if the 6-month increase 
had never applied. Section 131 of the 
MIPPA extended the increase in the CY 
2008 CF that was applicable for the first 

half of the year to the entire year, 
provided for a 1.1 percent increase to 
the CY 2009 CF, and specified that the 
CFs for CY 2010 and subsequent years 
must be computed as if the increases for 
CYs 2007, 2008, and 2009 had never 
applied. 

1. Calculation Under Current Law 

Under section 1848(d)(4)(B) of the 
Act, the UAF for a year beginning with 
CY 2001 is equal to the sum of the 
following— 

• Prior Year Adjustment Component. 
An amount determined by— 

+ Computing the difference (which 
may be positive or negative) between 
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the amount of the allowed expenditures 
for physicians’ services for the prior 
year (the year prior to the year for which 
the update is being determined) and the 
amount of the actual expenditures for 
those services for that year; 

+ Dividing that difference by the 
amount of the actual expenditures for 
those services for that year; and 

+ Multiplying that quotient by 0.75. 
• Cumulative Adjustment 

Component. An amount determined 
by— 

+ Computing the difference (which 
may be positive or negative) between 
the amount of the allowed expenditures 
for physicians’ services from April 1, 
1996, through the end of the prior year 
and the amount of the actual 

expenditures for those services during 
that period; 

+ Dividing that difference by actual 
expenditures for those services for the 
prior year as increased by the SGR for 
the year for which the UAF is to be 
determined; and 

+ Multiplying that quotient by 0.33. 
Section 1848(d)(4)(E) of the Act 

requires the Secretary to recalculate 
allowed expenditures consistent with 
section 1848(f)(3) of the Act. Section 
1848(f)(3) specifies that the SGR (and, in 
turn, allowed expenditures) for the 
upcoming CY (CY 2009 in this case), the 
current CY (that is, CY 2008) and the 
preceding CY (that is, CY 2007) are to 
be determined on the basis of the best 
data available as of September 1 of the 

current year. Allowed expenditures for 
a year are initially estimated and 
subsequently revised twice. The second 
revision occurs after the CY has ended 
(that is, we are making the final revision 
to 2007 allowed expenditures in this 
final rule with comment). Once the SGR 
and allowed expenditures for a year 
have been revised twice, they are final. 

Table 33 shows annual and 
cumulative allowed and actual 
expenditures for physicians’ services 
from April 1, 1996, through the end of 
the current CY, including the short 
periods in 1999 when we transitioned to 
a CY system. Also shown is the SGR 
corresponding with each period. The 
calculation of the SGR is discussed in 
detail below in this section. 

TABLE 33—ANNUAL AND CUMULATIVE ALLOWED AND ACTUAL EXPENDITURES FOR PHYSICIANS’ SERVICES FROM APRIL 1, 
1996 THROUGH THE END OF THE CURRENT CALENDAR YEAR 

Period 

Annual 
allowed 

expenditures 
($ in billions) 

Annual actual 
expenditures 
($ in billions) 

Cumulative 
allowed 

expenditures 
($ in billions) 

Cumulative 
actual 

expenditures 
($ in billions) 

FY/CY SGR 

4/1/96–3/31/97 ............................................................. 1 $48.9 $48.9 $48.9 $48.9 N/A. 
4/1/97–3/31/98 ............................................................. 50.5 49.5 99.4 98.4 FY 1998 = 3.2%. 
4/1/98–3/31/99 ............................................................. 52.6 50.8 152.0 149.2 FY 1999 = 4.2%. 
1/1/99–3/31/99 ............................................................. 13.3 13.2 (2) 149.2 FY 1999 = 4.2%. 
4/1/99–12/31/99 ........................................................... 42.1 39.7 (3) 188.9 FY 2000 = 6.9%. 
1/1/99–12/31/99 ........................................................... 55.3 52.9 194.0 188.9 FY 1999/2000. 
1/1/00–12/31/00 ........................................................... 59.3 58.4 253.4 247.3 CY 2000 = 7.3%. 
1/1/01–12/31/01 ........................................................... 62.0 66.7 315.4 314.1 CY 2001 = 4.5%. 
1/1/02–12/31/02 ........................................................... 67.2 71.5 382.6 385.6 CY 2002 = 8.3%. 
1/1/03–12/31/03 ........................................................... 72.1 78.8 454.6 464.4 CY 2003 = 7.3%. 
1/1/04–12/31/04 ........................................................... 76.8 87.7 531.5 552.1 CY 2004 = 6.6%. 
1/1/05–12/31/05 ........................................................... 80.1 92.4 611.5 644.5 CY 2005 = 4.2%. 
1/1/06–12/31/06 ........................................................... 81.3 94.1 692.8 738.6 CY 2006 = 1.5%. 
1/1/07–12/31/07 ........................................................... 84.1 93.9 776.9 832.4 CY 2007 = 3.5%. 
1/1/08–12/31/08 ........................................................... 86.8 94.4 863.7 926.8 CY 2008 = 3.2%. 
1/1/09–12/31/09 ........................................................... 93.2 NA 956.9 NA CY 2009 = 7.4%. 

1 Allowed expenditures in the first year (April 1, 1996–March 31, 1997) are equal to actual expenditures. All subsequent figures are equal to 
quarterly allowed expenditure figures increased by the applicable SGR. Cumulative allowed expenditures are equal to the sum of annual allowed 
expenditures. We provide more detailed quarterly allowed and actual expenditure data on our Web site at the following address: http:// 
www.cms.hhs.gov/SustainableGRatesConFact/. We expect to update the Web site with the most current information later this month. 

2 Allowed expenditures for the first quarter of 1999 are based on the FY 1999 SGR. 
3 Allowed expenditures for the last three quarters of 1999 are based on the FY 2000 SGR. 

Consistent with section 1848(d)(4)(E) 
of the Act, Table 33 includes our final 
revision of allowed expenditures for CY 
2007, a recalculation of allowed 
expenditures for CY 2008, and our 
initial estimate of allowed expenditures 
for CY 2009. To determine the UAF for 
CY 2009, the statute requires that we 
use allowed and actual expenditures 
from April 1, 1996 through December 
31, 2008 and the CY 2009 SGR. 
Consistent with section 1848(d)(4)(E) of 
the Act, we will be making revisions to 
the CY 2008 and CY 2009 SGRs and CY 
2008 and CY 2009 allowed 
expenditures. Because we have 
incomplete actual expenditure data for 
CY 2008, we are using an estimate for 
this period. Any difference between 

current estimates and final figures will 
be taken into account in determining the 
UAF for future years. 

We note that Table 33 contains 
updated actual expenditures for each 
time period from April 1, 1997 through 
December 31, 2008. We discovered that 
fifteen procedure codes were 
inadvertently omitted from the 
measurement of actual expenditures 
beginning in 1998. An additional 6 
codes were omitted from the 
measurement of actual expenditures in 
2005 and 2006 only, but have been 
included in actual expenditures since 
2007. Therefore, the measurement of 
actual expenditures for FY 1998 and 
each subsequent time period was lower 
than it should have been. We will be 

making no changes to PFS payments 
made for services furnished prior to CY 
2009. However, under section 1848(d) of 
the Act, we must include these codes in 
the measurement of actual expenditures 
for historical, current, and future 
periods. The inclusion of these 
additional actual expenditures will have 
no effect on the 2009 update. Also, we 
estimate that the inclusion of the 
additional expenditures for these codes 
will not increase the number of years 
that we expect the maximum reduction 
in the physician fee schedule update to 
apply under current law. This 
correction is consistent with the actions 
taken in 2001 when we discovered that 
another set of codes inadvertently had 
not been included in the measurement 
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of actual expenditures (66 FR 55314). As 
discussed in detail below, consistent 
with section 1848(f)(3) of the Act, in this 
final rule with comment, we are making 
our preliminary estimate of the CY 2009 

SGR, a revision to the CY 2008 SGR, and 
our final revision to the CY 2007 SGR. 
All of the inadvertently excluded codes 
were taken into consideration for 

purposes of estimating the SGRs for 
these 3 years. 

We are using figures from Table 33 in 
the following statutory formula: 

UAF
Target Actual

Actual

Target Actu
09

08 08

08

4/96-12/08=
−

× +
−

0 75.
aal

Actual SGR
4/96-12/08

08 09×
× 0 33.

UAF09 = Update Adjustment Factor for CY 
2009 = ¥26.6 percent 

Target08 = Allowed Expenditures for CY 2008 
= $86.8 billion 

Actual08 = Estimated Actual Expenditures for 
CY 2008 = $94.4 billion 

Target 4/96–12/08 = Allowed Expenditures from 
4/1/1996–12/31/2008 = $863.7 billion 

Actual 4/96–12/08 = Estimated Actual 
Expenditures from 4/1/1996–12/31/2008 
= $926.8 billion 

SGR09 = 7.4 percent (1.074) 

$ . $ .

$ .
.

$ . $ .

$ . .
. . %

86 8 94 4

94 4
0 75

863 7 926 8

94 4 1 074
0 33 26 6

− × + −
×

× = −

Section 1848(d)(4)(D) of the Act 
indicates that the UAF determined 
under section 1848(d)(4)(B) of the Act 
for a year may not be less than ¥0.07 
or greater than 0.03. Since ¥0.266 is 
less than ¥0.07, the UAF for CY 2009 
will be ¥0.07. 

Section 1848(d)(4)(A)(ii) of the Act 
indicates that 1.0 should be added to the 
UAF determined under section 
1848(d)(4)(B) of the Act. Thus, adding 
1.0 to ¥0.07 makes the UAF equal to 
0.93. 

VIII. Allowed Expenditures for 
Physicians’ Services and the 
Sustainable Growth Rate (SGR) 

A. Medicare Sustainable Growth Rate 

The SGR is an annual growth rate that 
applies to physicians’ services paid by 
Medicare. The use of the SGR is 
intended to control growth in aggregate 
Medicare expenditures for physicians’ 
services. Payments for services are not 
withheld if the percentage increase in 
actual expenditures exceeds the SGR. 
Rather, the PFS update, as specified in 
section 1848(d)(4) of the Act, is adjusted 
based on a comparison of allowed 
expenditures (determined using the 
SGR) and actual expenditures. If actual 
expenditures exceed allowed 
expenditures, the update is reduced. If 
actual expenditures are less than 
allowed expenditures, the update is 
increased. 

Section 1848(f)(2) of the Act specifies 
that the SGR for a year (beginning with 
CY 2001) is equal to the product of the 
following four factors: 

(1) The estimated change in fees for 
physicians’ services; 

(2) The estimated change in the 
average number of Medicare fee-for- 
service beneficiaries; 

(3) The estimated projected growth in 
real GDP per capita; and 

(4) The estimated change in 
expenditures due to changes in statute 
or regulations. 

In general, section 1848(f)(3) of the 
Act requires us to publish SGRs for 3 
different time periods, no later than 
November 1 of each year, using the best 
data available as of September 1 of each 
year. Under section 1848(f)(3)(C)(i) of 
the Act, the SGR is estimated and 
subsequently revised twice (beginning 
with the FY and CY 2000 SGRs) based 
on later data. (The Act also provides for 
adjustments to be made to the SGRs for 
FY 1998 and FY 1999. See the February 
28, 2003 Federal Register (68 FR 9567) 
for a discussion of these SGRs). Under 
section 1848(f)(3)(C)(ii) of the Act, there 
are no further revisions to the SGR once 
it has been estimated and subsequently 
revised in each of the 2 years following 
the preliminary estimate. In this final 
rule with comment, we are making our 
preliminary estimate of the CY 2009 
SGR, a revision to the CY 2008 SGR, and 
our final revision to the CY 2007 SGR. 

B. Physicians’ Services 
Section 1848(f)(4)(A) of the Act 

defines the scope of physicians’ services 
covered by the SGR. The statute 
indicates that ‘‘the term physicians’ 
services includes other items and 
services (such as clinical diagnostic 
laboratory tests and radiology services), 
specified by the Secretary, that are 
commonly performed or furnished by a 
physician or in a physician’s office, but 
does not include services furnished to a 
Medicare+Choice plan enrollee.’’ We 
published a definition of physicians’ 
services for use in the SGR in the 
November 1, 2001 Federal Register (66 
FR 55316). We defined physicians’ 
services to include many of the medical 

and other health services listed in 
section 1861(s) of the Act. For purposes 
of determining allowed expenditures, 
actual expenditures, and SGRs, we have 
specified that physicians’ services 
include the following medical and other 
health services if bills for the items and 
services are processed and paid by 
Medicare carriers (and those paid 
through intermediaries where specified) 
or the equivalent services processed by 
the Medicare Administrative 
Contractors: 

• Physicians’ services. 
• Services and supplies furnished 

incident to physicians’ services. 
• Outpatient physical therapy 

services and outpatient occupational 
therapy services. 

• Antigens prepared by, or under the 
direct supervision of, a physician. 

• Services of PAs, certified registered 
nurse anesthetists, certified nurse 
midwives, clinical psychologists, 
clinical social workers, NPs, and 
certified nurse specialists. 

• Screening tests for prostate cancer, 
colorectal cancer, and glaucoma. 

• Screening mammography, 
screening pap smears, and screening 
pelvic exams. 

• Diabetes outpatient self- 
management training (DSMT) services. 

• MNT services. 
• Diagnostic x-ray tests, diagnostic 

laboratory tests, and other diagnostic 
tests (including outpatient diagnostic 
laboratory tests paid through 
intermediaries). 

• X-ray, radium, and radioactive 
isotope therapy. 

• Surgical dressings, splints, casts, 
and other devices used for the reduction 
of fractures and dislocations. 

• Bone mass measurements. 
• An initial preventive physical 

exam. 
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• Cardiovascular screening blood 
tests. 

• Diabetes screening tests. 
• Telehealth services. 
• Physician work and resources to 

establish and document the need for a 
power mobility device. 

Comment: We received over 40 
comments from organizations 
representing physicians, practitioners, 
and beneficiaries concerning the SGR 
and the physician update. Many 
commenters expressed relief that, as a 
result of the MIPPA, the 0.5 percent 
update in effect for the first half of 2008 
was extended to the entire year, and the 
mid-year 2008 rate reduction of ¥10.6 
percent was retroactively replaced with 
the rates in effect from January through 
June 2008. They were further relieved 
that in lieu of the estimated ¥15 
percent update that would otherwise 
have applied for 2009, the MIPPA 
specified a 1.1 percent update for CY 
2009. However, these commenters 
remain concerned about the estimated 
negative update for CY 2010 of 
approximately ¥21 percent, followed 
by multiple years of negative physician 
updates of approximately ¥5 percent. 
Commenters described how they believe 

the SGR and update formulas are 
flawed, and they urged us to work with 
the Congress to develop a new 
methodology. Some commenters 
suggested using our administrative 
authority to lessen the negative impact 
by removing drugs from the SGR, 
accounting for NCDs in the allowed 
expenditures targets, and reducing the 
productivity adjustment to the MEI. 

Response: Ultimately, the formula for 
the SGR and the physician update are 
dictated by statute. We are required to 
follow this methodology when 
calculating the payment rates under the 
PFS. We look forward to working with 
the Congress, the physician community, 
and other interested parties as we 
continue to analyze appropriate 
alternatives to the current system that 
could ensure appropriate payments 
while promoting high quality care, 
without increasing Medicare costs. 

Comment: Many commenters 
emphasized that we must implement 
the 1.1 percent update using the current 
2008 CF as the base rate. Some 
requested that we include explanations 
of the calculations used to implement 
the 1.1 percent conversion factor update 
and how we changed the application of 

5-Year Review BN. Many commenters 
requested that we provide examples 
showing how these changes affect 
different categories of services. 

Response: Per the MIPPA, the 1.1 
percent physician update is applied to 
the CY 2008 CF. Later in this section, 
we explain the calculations used for the 
CY 2009 CF, including how we 
implemented both the 1.1 percent 
update and the change in the 
application of 5-Year Review BN. 

For the impact of these changes by 
specialty, see the Regulatory Impact 
Analysis in section XVI. of this final 
rule with comment period. In that 
section, we also include the overall 
impact of this final rule with comment 
period on selected procedures. 

C. Preliminary Estimate of the SGR for 
2009 

Our preliminary estimate of the CY 
2009 SGR is 7.4 percent. We first 
estimated the CY 2009 SGR in March 
2008, and we made the estimate 
available to the MedPAC and on our 
Web site. Table 34 shows the March 
2008 estimate and our current estimates 
of the factors included in the CY 2009 
SGR. 

TABLE 34—2009 SGR CALCULATION 

Statutory factors March estimate Current estimate 

Fees .............................................................................................. 2.1 percent (1.021) ............................. 2.1 percent (1.021). 
Enrollment ..................................................................................... ¥0.2 percent (0.998) .......................... ¥0.2 percent (0.998). 
Real Per Capita GDP ................................................................... 1.8 percent (1.018) ............................. 1.2 percent (1.012). 
Law and Regulation ...................................................................... ¥2.9 percent (0.971) .......................... 4.2 percent (1.042). 

Total ....................................................................................... 0.7 percent (1.007) ............................. 7.4 percent (1.074). 

Note: Consistent with section 1848(f)(2) of 
the Act, the statutory factors are multiplied, 
not added, to produce the total (that is, 1.021 
× 0.998 × 1.012 × 1.042 = 1.074). A more 
detailed explanation of each figure is 
provided in section VIII.F.1 of this preamble. 

D. Revised Sustainable Growth Rate for 
2008 

Our current estimate of the CY 2008 
SGR is 3.2 percent. Table 35 shows our 
preliminary estimate of the CY 2008 

SGR that was published in the CY 2008 
PFS final rule with comment period (72 
FR 66379) and our current estimate. 

TABLE 35—2008 SGR CALCULATION 

Statutory factors Estimate from CY 2008 final rule Current estimate 

Fees .............................................................................................. 1.9 percent (1.019) ............................. 1.4 percent (1.014). 
Enrollment ..................................................................................... ¥0.7 percent (0.993) .......................... ¥3.2 percent (0.968). 
Real Per Capita GDP ................................................................... 1.7 percent (1.017) ............................. 1.6 percent (1.016). 
Law and Regulation ...................................................................... ¥2.9 percent (0.971) .......................... 3.5 percent (1.035). 

Total ....................................................................................... ¥0.1 percent (0.999) .......................... 3.2 percent (1.032). 

A more detailed explanation of each figure is provided in section VIII.F.2 of this preamble. 

E. Final Sustainable Growth Rate for 
2007 

The SGR for 2007 is 3.5 percent. Table 
36 shows our preliminary estimate of 

the 2007 SGR from the CY 2007 PFS 
final rule with comment period (71 FR 
69757), our revised estimate from the 
CY 2008 PFS final rule with comment 

period (72 FR 66380) and the final 
figures determined using the best 
available data as of September 1, 2008. 
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TABLE 36—2007 SGR CALCULATION 

Statutory factors Estimate from CY 2006 
final rule 

Estimate from CY 2007 
final rule Final 

Fees ................................................................................. 2.2 percent (1.022) ............ 1.9 percent (1.019) ............ 2.0 percent (1.020). 
Enrollment ........................................................................ ¥0.9 percent (0.991) ........ ¥2.6 percent (0.974) ........ ¥2.0 percent (0.980). 
Real per Capita GDP ...................................................... 2.0 percent (1.020) ............ 1.9 percent (1.019) ............ 1.8 percent (1.018). 
Law and Regulation ......................................................... ¥1.5 percent (0.985) ........ 2.0 percent (1.020) ............ 1.7 percent (1.017). 

Total .......................................................................... 1.8 percent (1.018) ............ 3.2 percent (1.032) ............ 3.5 percent (1.035). 

A more detailed explanation of each 
figure is provided in section VIII.F.3. of 
this final rule. 

E. Calculation of 2009, 2008, and 2007 
Sustainable Growth Rates 

1. Detail on the CY 2009 SGR 

All of the figures used to determine 
the CY 2009 SGR are estimates that will 
be revised based on subsequent data. 
Any differences between these estimates 
and the actual measurement of these 
figures will be included in future 
revisions of the SGR and allowed 
expenditures and incorporated into 
subsequent PFS updates. 

• Factor 1—Changes in Fees for 
Physicians’ Services (Before Applying 
Legislative Adjustments) for CY 2009 

This factor is calculated as a 
weighted-average of the CY 2009 
changes in fees for the different types of 
services included in the definition of 
physicians’ services for the SGR. 
Medical and other health services paid 
using the PFS are estimated to account 
for approximately 81.7 percent of total 
allowed charges included in the SGR in 
CY 2009 and are updated using the MEI. 
The MEI for CY 2009 is 1.6 percent. 
Diagnostic laboratory tests are estimated 
to represent approximately 7.7 percent 
of Medicare allowed charges included 
in the SGR for CY 2009. Medicare 
payments for these tests are updated by 

the Consumer Price Index for Urban 
Areas (CPI–U), which is 5.0 percent for 
CY 2009. However, section 145 of the 
MIPPA reduces the increase applied to 
clinical laboratory tests by 0.5 percent 
for CY 2009 through CY 2013. 
Therefore, for CY 2009, diagnostic 
laboratory tests will receive an update of 
4.5 percent. Drugs are estimated to 
represent 10.6 percent of Medicare 
allowed charges included in the SGR in 
CY 2009. We estimated a weighted- 
average change in fees for drugs 
included in the SGR (using the ASP+6 
percent pricing methodology) of 3.9 
percent for CY 2009. 

Table 37 shows the weighted-average 
of the MEI, laboratory, and drug price 
changes for CY 2009. 

TABLE 37—WEIGHTED-AVERAGE OF THE MEI, LABORATORY, AND DRUG PRICE CHANGES FOR CY 2009 

Weight Update 

Physician .................................................................................................................................................................. 0.817 1.6 
Laboratory ................................................................................................................................................................ 0.077 4.5 
Drugs ....................................................................................................................................................................... 0.106 3.9 
Weighted-average .................................................................................................................................................... 1.000 2.1 

We estimate that the weighted-average 
increase in fees for physicians’ services 
in CY 2009 under the SGR (before 
applying any legislative adjustments) 
will be 2.1 percent. 

• Factor 2—The Percentage Change in 
the Average Number of Part B Enrollees 
From CY 2008 to CY 2009 

This factor is our estimate of the 
percent change in the average number of 
fee-for-service enrollees from CY 2008 
to CY 2009. Services provided to 
Medicare Advantage (MA) plan 

enrollees are outside the scope of the 
SGR and are excluded from this 
estimate. We estimate that the average 
number of Medicare Part B fee-for- 
service enrollees will decrease by 0.2 
percent from CY 2008 to CY 2009. Table 
38 illustrates how this figure was 
determined. 

TABLE 38—AVERAGE NUMBER OF MEDICARE PART B FEE-FOR-SERVICE ENROLLEES FROM CY 2008 TO CY 2009 
[Excluding beneficiaries enrolled in MA plans] 

2008 2009 

Overall ..................................................................................................... 41.662 million ................................ 42.425 million. 
Medicare Advantage (MA) ...................................................................... 9.592 million .................................. 10.431 million. 
Net ........................................................................................................... 32.070 million ................................ 31.995 million. 
Percent Increase ..................................................................................... ........................................................ ¥0.2 percent. 

An important factor affecting fee-for- 
service enrollment is beneficiary 
enrollment in Medicare Advantage (MA) 
plans. Because it is difficult to estimate 
the size of the MA enrollee population 
before the start of a CY, at this time we 

do not know how actual enrollment in 
MA plans will compare to current 
estimates. For this reason, the estimate 
may change substantially as actual 
Medicare fee-for-service enrollment for 
CY 2009 becomes known. 

• Factor 3—Estimated Real Gross 
Domestic Product per Capita Growth in 
2009 

We estimate that the growth in real 
GDP per capita from CY 2008 to CY 
2009 will be 1.2 percent (based on the 
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10-year average GDP over the 10 years 
of 2000 through 2009). Our past 
experience indicates that there have also 
been changes in estimates of real per 
capita GDP growth made before the year 
begins and the actual change in GDP 
computed after the year is complete. 
Thus, it is possible that this figure will 
change as actual information on 
economic performance becomes 
available to us in 2009. 

• Factor 4—Percentage Change in 
Expenditures for Physicians’ Services 
Resulting From Changes in Statute or 
Regulations in CY 2009 Compared With 
CY 2008 

The statutory and regulatory 
provisions that will affect expenditures 
in CY 2009 relative to CY 2008 are 
estimated to have an impact on 
expenditures of 4.2 percent. These 
include the DRA provision reducing 
payments for imaging services, the 

MMSEA provision regarding the PQRI 
bonuses payable in 2009, and the 
MIPPA provisions regarding the change 
in cost sharing for mental health 
services, the physician update, and the 
change in application of BN to the CF. 
The details of the MIPPA provisions are 
discussed in section III. of this final rule 
with comment period. 

2. Detail on the 2008 SGR 

A more detailed discussion of our 
revised estimates of the four elements of 
the 2008 SGR follows. 

• Factor 1—Changes in Fees for 
Physicians’ Services (Before Applying 
Legislative Adjustments) for 2008 

This factor was calculated as a 
weighted-average of the 2008 changes in 
fees that apply for the different types of 
services included in the definition of 
physicians’ services for the SGR. 

We estimate that services paid using 
the PFS account for approximately 81.9 
percent of total allowed charges 
included in the SGR in CY 2008. These 
services were updated using the CY 
2008 MEI of 1.8 percent. We estimate 
that diagnostic laboratory tests represent 
approximately 7.7 percent of total 
allowed charges included in the SGR in 
CY 2008. Medicare payments for these 
tests are updated by the CPI–U. 
However, section 628 of the MMA 
specifies that diagnostic laboratory tests 
will receive an update of 0.0 percent 
from CY 2004 through CY 2008. We 
estimate that drugs represent 10.4 
percent of Medicare-allowed charges 
included in the SGR in CY 2008. We 
estimate a weighted-average change in 
fees for drugs included in the SGR of 
¥0.5 percent for CY 2008. 

Table 39 shows the weighted-average 
of the MEI, laboratory, and drug price 
changes for CY 2008. 

TABLE 39—WEIGHTED-AVERAGE OF THE MEI, LABORATORY, AND DRUG PRICE CHANGES FOR CY 2008 

Weight Update 

Physician .................................................................................................................................................................. 0.819 1.8 
Laboratory ................................................................................................................................................................ 0.077 0.0 
Drugs ....................................................................................................................................................................... 0.104 ¥0.5 
Weighted-average .................................................................................................................................................... 1.000 1.4 

After considering the elements 
described in Table 39, we estimate that 
the weighted-average increase in fees for 
physicians’ services in 2008 under the 
SGR (before applying any legislative 
adjustments) will be 1.4 percent. Our 
estimate of this factor in the CY 2008 
PFS final rule with comment period was 

1.9 percent (72 FR 66380). The decrease 
in the estimate is due to the availability 
of some actual data. 

• Factor 2—The Percentage Change in 
the Average Number of Part B Enrollees 
From CY 2007 to CY 2008 

We estimate that the average number 
of Medicare Part B fee-for-service 

enrollees (excluding beneficiaries 
enrolled in Medicare Advantage plans) 
decreased by 3.2 percent in CY 2008. 
Table 40 illustrates how we determined 
this figure. 

TABLE 40—AVERAGE NUMBER OF MEDICARE PART B FEE-FOR-SERVICE ENROLLEES FROM CY 2007 TO CY 2008 
[Excluding beneficiaries enrolled in MA plans] 

2007 2008 

Overall ..................................................................................................... 41.055 million ................................ 41.662 million. 
Medicare Advantage (MA) ...................................................................... 7.926 million .................................. 9.592 million. 
Net ........................................................................................................... 33.129 million ................................ 32.070 million. 
Percent Increase ..................................................................................... ........................................................ ¥3.2 percent. 

Our estimate of the ¥3.2 percent 
change in the number of fee-for-service 
enrollees, net of Medicare Advantage 
enrollment for CY 2008 compared to CY 
2007, is lower than our original estimate 
of ¥0.7 percent in the CY 2008 PFS 
final rule with comment period (72 FR 
66381). While our current projection 
based on data from 8 months of 2008 is 
lower than our original estimate of ¥0.7 
percent when we had no actual data, it 
is still possible that our final estimate of 
this figure will be different once we 

have complete information on CY 2008 
fee-for-service enrollment. 

• Factor 3—Estimated Real Gross 
Domestic Product per Capita Growth in 
CY 2008 

We estimate that the growth in real 
GDP per capita will be 1.6 percent for 
CY 2008 (based on the 10-year average 
GDP over the 10 years of CY 1999 
through CY 2008). Our past experience 
indicates that there have also been 
differences between our estimates of 

real per capita GDP growth made prior 
to the year’s end and the actual change 
in this factor. Thus, it is possible that 
this figure will change further as 
complete actual information on CY 2008 
economic performance becomes 
available to us in 2009. 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00182 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69907 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

• Factor 4—Percentage Change in 
Expenditures for Physicians’ Services 
Resulting From Changes in Statute or 
Regulations in CY 2008 Compared With 
CY 2007 

The statutory and regulatory 
provisions that will affect expenditures 
in CY 2008 relative to CY 2007 are 
estimated to have an impact on 
expenditures of 3.5 percent. These 
include the DRA provision reducing 
payments for imaging services, the 
MIEA–TRHCA provisions regarding the 
2007 PQRI reporting bonuses payable in 
2008, and the MIPPA provisions 
regarding the physician update and the 
bonus payments for mental health 
services. The details of the MIPPA 

provisions are discussed in section III of 
this final rule with comment period. 

3. Detail on the CY 2007 SGR 

A more detailed discussion of our 
final revised estimates of the four 
elements of the CY 2007 SGR follows. 

• Factor 1—Changes in Fees for 
Physicians’ Services (Before Applying 
Legislative Adjustments) for 2007 

This factor was calculated as a 
weighted-average of the CY 2007 
changes in fees that apply for the 
different types of services included in 
the definition of physicians’ services for 
the SGR. 

Services paid using the PFS 
accounted for approximately 82.8 
percent of total Medicare-allowed 

charges included in the SGR for CY 
2007 and are updated using the MEI. 
The MEI for CY 2007 was 2.1 percent. 
Diagnostic laboratory tests represented 
approximately 7.4 percent of total CY 
2007 Medicare allowed charges 
included in the SGR and are updated by 
the CPI–U. However, section 628 of the 
MMA specifies that diagnostic 
laboratory tests will receive an update of 
0.0 percent from CY 2004 through CY 
2008. Drugs represented approximately 
9.7 percent of total Medicare-allowed 
charges included in the SGR for CY 
2007. We estimate a weighted-average 
change in fees for drugs included in the 
SGR of 2.1 percent for 2007. Table 41 
shows the weighted-average of the MEI, 
laboratory, and drug price changes for 
CY 2007. 

TABLE 41—WEIGHTED-AVERAGE OF THE MEI, LABORATORY, AND DRUG PRICE CHANGES FOR CY 2007 

Weight Update 

Physician .................................................................................................................................................................. 0.828 2.1 
Laboratory ................................................................................................................................................................ 0.074 0.0 
Drugs ....................................................................................................................................................................... 0.097 2.1 
Weighted-average .................................................................................................................................................... 1.000 2.0 

After considering the elements 
described in Table 41, we estimate that 
the weighted-average increase in fees for 
physicians’ services in CY 2007 under 
the SGR (before applying any legislative 
adjustments) was 2.0 percent. This 

figure is a final one based on complete 
data for CY 2007. 

• Factor 2—The Percentage Change in 
the Average Number of Part B Enrollees 
From CY 2006 to CY 2007 

We estimate the decrease in the 
number of fee-for-service enrollees 

(excluding beneficiaries enrolled in MA 
plans) from CY 2006 to CY 2007 was 
¥2.0 percent. Our calculation of this 
factor is based on complete data from 
CY 2007. Table 42 illustrates the 
calculation of this factor. 

TABLE 42—AVERAGE NUMBER OF MEDICARE PART B FROM CY 2006 TO CY 2007 
[Excluding beneficiaries enrolled in MA Plans] 

2006 2007 

Overall ..................................................................................................... 40.360 million ................................ 41.055 million. 
Medicare Advantage (MA) ...................................................................... 6.550 million .................................. 7.926 million. 
Net ........................................................................................................... 33.811 million ................................ 33.129 million. 
Percent Increase ..................................................................................... ........................................................ ¥2.0 percent. 

• Factor 3—Estimated Real Gross 
Domestic Product per Capita Growth in 
2007 

We estimate that the growth in real 
per capita GDP was 1.8 percent in 2007 
(based on the 10-year average GDP over 
the 10 years of CY 1998 through CY 
2007). This figure is a final one based on 
complete data for CY 2007. 

• Factor 4—Percentage Change in 
Expenditures for Physicians’ Services 
Resulting From Changes in Statute or 
Regulations in CY 2007 Compared With 
CY 2006 

Our final estimate for the net impact 
on expenditures from the statutory and 
regulatory provisions that affect 

expenditures in CY 2007 relative to CY 
2006 is 1.7 percent. These include the 
DRA provision reducing payments for 
imaging services and the MIEA–TRHCA 
1-year adjustment to the CF. 

IX. Anesthesia and Physician Fee 
Schedule Conversion Factors for CY 
2009 

The CY 2009 PFS CF is $36.0666. The 
CY 2009 national average anesthesia CF 
is $20.9150. 

A. Physician Fee Schedule Conversion 
Factor 

The PFS CF for a year is calculated in 
accordance with section 1848(d)(1)(A) 
of the Act by multiplying the previous 

year’s CF by the PFS update. The 
formula for calculating the PFS update 
is set forth in section 1848(d)(4)(A) of 
the Act. In general, the PFS update is 
determined by multiplying the CF for 
the previous year by the percentage 
increase in the MEI times the update 
adjustment factor (UAF), which is 
calculated as specified under section 
1848(d)(4)(B) of the Act. However, 
section 101 of the MIEA–TRHCA 
provided a 1-year increase in the CY 
2007 CF and specified that the CF for 
CY 2008 must be computed as if the 1- 
year increase had never applied. Section 
101 of the MMSEA provided a 6-month 
increase in the CY 2008 CF, from 
January 1, 2008, through June 30, 2008, 
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and specified that the CF for the 
remaining portion of 2008 and the CFs 
for CY 2009 and subsequent years must 
be computed as if the 6-month increase 
had never applied. Section 131 of the 
MIPPA extended the MMSEA increase 
in the CY 2008 CF that was applicable 
to the first half of the year to the entire 
year, provided a 1.1 percent increase to 
the CY 2009 CF, and specified that the 
CFs for CY 2010 and subsequent years 
must be computed as if the increases for 
CYs 2007, 2008, and 2009 had never 
applied. 

If section 101 of the MMSEA had not 
been enacted, the CY 2008 CF update 
would have been ¥10.1 percent 
(0.89896), as published in the CY 2008 
PFS final rule with comment period (72 
FR 66383). For CY 2009, the percentage 
increase in the MEI is equal to 1.6 
percent (1.016). The UAF is ¥7.0 
percent (0.930). If section 131 of the 
MIPPA had not been enacted, the CY 
2009 CF update would have been ¥15.1 
percent, which is the product of the 
published CY 2008 update (0.89896), 
the percentage increase in the MEI 
(1.016), and the UAF (0.930). 

Section 131 of the MIPPA provided a 
1.1 percent increase in the CY 2009 CF. 
Consistent with section 131 of the 
MIPPA, the update for CY 2009 is 1.1 
percent. 

Budget Neutrality Adjustment: Section 
133(b) of the MIPPA 

Section 1848(c)(2)(B)(i) of the Act 
requires that we review the RVUs no 
less often than every 5 years. Section 
1848(c)(2)(B)(ii)(II) of the Act requires 
that increases or decreases in RVUs for 
a year may not cause the amount of 
expenditures for the year to differ by 
more than $20 million from what 
expenditures would have been in the 
absence of these changes. If this 
threshold is exceeded, we must make 
adjustments to preserve BN. 

The most recent 5-Year Review of the 
work RVUs was implemented in 2007 
and 2008. We estimated that the 5-Year 
Review of work RVUs, including the 
refinement to the work RVU changes for 

the additional codes and the increases 
in the work of anesthesia services, 
would result in a change in 
expenditures that would exceed $20 
million if we made no offsetting 
adjustment. In CY 2007, we met the BN 
requirement by applying a separate BN 
adjustment factor to the work RVUs of 
¥10.06 percent. In CY 2008, due to 
subsequent changes related to the 5- 
Year Review of work, the separate BNF 
for work RVUs was ¥11.94 percent. 

Section 133(b) of the MIPPA requires 
the Secretary, instead of continuing to 
apply the BN adjustment required as a 
result of the 5-Year Review of work to 
the work RVUs, to apply the required 
BN adjustment to the CF beginning with 
CY 2009. Shifting the 11.94 percent 
separate work adjustment to the CF 
requires a reduction to the CF of 6.41 
percent (0.9359). (Work RVUs represent 
slightly over half of PFS payments; PE 
and malpractice RVUs comprise the 
rest.) Payments for the work portion of 
the PFS will increase as a result of this 
change. However, this increase will be 
offset in the aggregate by the decrease to 
the CF. Therefore, this increase is 
budget neutral prior to the interaction 
with section 5102 of the DRA (see below 
for a discussion of the interaction with 
section 5102 of the DRA.) For the 
impact by specialty of section 133(b) of 
the MIPPA, see the Regulatory Impact 
Analysis in section XVI. of this final 
rule with comment period. 

Section 5102(b)(1) of the DRA 
amended section 1848(b) of the Act and 
added paragraph (4), requiring that the 
payment for the TC of certain imaging 
services (including the technical portion 
of the global fee) cannot exceed the 
payment for the same service under the 
Outpatient Prospective Payment System 
(OPPS). In general, if the payment for 
these services as calculated using PFS 
RVUs would exceed the payment for the 
same service under the OPPS, we cap 
the TC of the PFS payment amount at 
the OPPS payment amount. Section 
5102(a)(3) amended section 
1848(c)(2)(B) of the Act and added 
clause (v) to exempt certain reduced 

expenditures from the BN provision. 
Section 5102(b)(2) added subclause (II), 
which specifically excluded savings 
generated by the OPPS imaging services 
cap from the PFS BN requirement. (For 
further discussion of section 5102 of the 
DRA, see the CY 2007 PFS final rule 
with comment period (71 FR 69659).) 

The separate work BN adjustor did 
not impact payment for the TC of 
imaging services, since this portion of 
the service does not have work RVUs. 
When the BN adjustment is made to the 
CF as required under section 133(b) of 
MIPPA, however, the adjustment does 
lower payments for the TC of imaging 
services. Because the reduction to the 
CF lowers the payments for the TC of 
imaging services, there are less aggregate 
savings resulting from the OPPS 
payment cap under section 5102 of the 
DRA with the BN adjustment to the CF 
than there are with the separate work 
BN adjustment. This is because services 
will be paid at the OPPS rate both before 
and after the application of the BN 
adjustment, resulting in no BN savings 
from these services. We estimate that 
the reduction in aggregate savings will 
be approximately $0.2 billion in 2009. 
In other words, Medicare expenditures 
in the aggregate will increase by $0.2 
billion relative to what would have 
occurred in the absence of section 
133(b) of the MIPPA. 

As stated earlier, section 
1848(c)(2)(B)(ii)(II) of the Act requires 
that increases or decreases in RVUs may 
not cause the amount of expenditures 
for the year to differ by more than $20 
million from what expenditures would 
have been in the absence of these 
changes. If this threshold is exceeded, 
we must make adjustments to preserve 
BN. We estimate that CY 2009 RVU 
changes would result in a decrease in 
Medicare physician expenditures. 
Therefore, we are increasing the CF by 
1.0008 to offset this estimated decrease 
in Medicare physician expenditures due 
to the CY 2009 RVU changes. 

We illustrate the calculation of the CY 
2009 PFS CF in Table 43. 

TABLE 43—CALCULATION OF THE CY 2009 PFS CF 

CY 2008 Conversion Factor .......................................................................................................................................... $38.0870. 
CY 2009 CF Update ...................................................................................................................................................... 1.1 percent (1.011). 
CY 2009 CF Budget Neutrality Adjustment ................................................................................................................... 0.08 percent (1.0008). 
5-Year Review Budget Neutrality Adjustment ............................................................................................................... ¥6.41 percent (0.9359). 
CY 2009 Conversion Factor .......................................................................................................................................... $36.0666. 

Payment for services under the PFS 
will be calculated as follows: 

Payment = [(RVU work × GPCI work) 
+ (RVU PE × GPCI PE) + (RVU 
malpractice × GPCI malpractice)] × CF. 

B. Anesthesia Conversion Factor 

We calculate the anesthesia CF in 
Table 44. Anesthesia services do not 
have RVUs like other PFS services. 

Therefore, we account for any necessary 
RVU adjustments through an adjustment 
to the anesthesia CF to simulate changes 
to RVUs. More specifically, if there is an 
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adjustment to the work, PE, or 
malpractice RVUs, these adjustments 
are applied to the respective shares of 
the anesthesia CF as these shares are 
proxies for the work, PE, and 
malpractice RVUs for anesthesia 
services. 

As explained above, section 133(b) of 
the MIPPA provided for the application 
of the 2007–2008 5-Year work review 
BN adjustor to the PFS CF for years 
beginning with CY 2009. To make this 

change for the anesthesia CF, we 
recalculated the adjustments to the 
anesthesia CF for CY 2007 and CY 2008 
by removing the BN adjustor for work, 
which had been applied to calculate the 
CF for each of these years. The adjustor 
for the work BN is applied as a separate 
adjustment to the anesthesia CF as it is 
similarly applied to the PFS CF. In 
addition, for the calculation of the CY 
2008 anesthesia CF, we recognized the 
32 percent increase in anesthesia work 

adopted under the third 5-Year Review 
of work. We also applied the 
adjustments that were made in CY 2007 
and CY 2008 for anesthesia PE and 
anesthesia malpractice. (The anesthesia 
CFs shown in the Table 44 for 2007 and 
2008 are not the rates used to pay claims 
for services furnished in those calendar 
years, but are recalculated anesthesia 
CFs showing the removal of the work 
BN adjustor.) 

TABLE 44—CALCULATION OF THE CY 2009 ANESTHESIA CONVERSION FACTOR 

CY 2006 Anesthesia CF ...................................................................................................................................................................... $17.7663 
2007 Adjustment without BN adjustor ................................................................................................................................................. 0.9874 
CY 2007 Anesthesia CF ...................................................................................................................................................................... $17.5424 
2007 Adjustment without BN adjustor ................................................................................................................................................. 1.2528 
2008 Legislative Update Factor ........................................................................................................................................................... 0.5% (1.0050) 
CY 2008 Anesthesia CF ...................................................................................................................................................................... $22.0871 
2009 MIPPA CF Adjustor .................................................................................................................................................................... 0.9359 
2009 MIPAA Update (1.1%) ................................................................................................................................................................ 1.0110 
2009 Combined Adjustment to Anesthesia CF ................................................................................................................................... 1.0008 
CY 2009 Anesthesia CF ...................................................................................................................................................................... $20.9150 

X. Telehealth Originating Site Facility 
Fee Payment Amount Update 

Section 1834(m) of the Act establishes 
the payment amount for the Medicare 
telehealth originating site facility fee for 
telehealth services provided from 
October 1, 2001, through December 31 
2002, at $20. For telehealth services 

provided on or after January 1 of each 
subsequent calendar year, the telehealth 
originating site facility fee is increased 
by the percentage increase in the MEI as 
defined in section 1842(i)(3) of the Act. 
The MEI increase for 2009 is 1.6 
percent. 

Therefore, for CY 2009, the payment 
amount for HCPCS code Q3014, 

Telehealth originating site facility fee, is 
80 percent of the lesser of the actual 
charge or $23.72. 

The Medicare telehealth originating 
site facility fee and MEI increase by the 
applicable time period is shown in 
Table 45. 

TABLE 45—THE MEDICARE TELEHEALTH ORIGINATING SITE FACILITY FEE AND MEI INCREASE BY THE APPLICABLE TIME 
PERIOD 

Facility fee MEI increase 
(percent) Period 

$20.00 .................................................................................................................................................. N/A 10/01/2001–12/31/2002 
$20.60 .................................................................................................................................................. 3.0 01/01/2003–12/31/2003 
$21.20 .................................................................................................................................................. 2.9 01/01/2004–12/31/2004 
$21.86 .................................................................................................................................................. 3.1 01/01/2005–12/31/2005 
$22.47 .................................................................................................................................................. 2.8 01/01/2006–12/31/2006 
$22.94 .................................................................................................................................................. 2.1 01/01/2007–12/31/2007 
$23.35 .................................................................................................................................................. 1.8 01/01/2008–12/31/2008 
$23.72 .................................................................................................................................................. 1.6 01/01/2009–12/31/2009 

XI. Payment for Certain Durable 
Medical Equipment, Prosthetics, 
Orthotics, and Supplies (DMEPOS)— 
Services Excluded From Coverage 

A. Low Vision Aid Exclusion 

1. Background 
Section 1862(a)(7) of the Act excludes 

payment under Medicare Part A and 
Part B where ‘‘expenses are for * * * 
eyeglasses (other than eyewear 
described in section 1861(s)(8) of the 
Act) or eye examinations for the 
purpose of prescribing, fitting, or 
changing eyeglasses, procedures 
performed (during the course of any eye 
examination) to determine the refractive 

state of the eyes * * *’’ Section 
411.15(b) excludes from coverage, 
eyeglasses and contact lenses, except 
for— 

• Post-surgical prosthetic lenses 
customarily used during convalescence 
for eye surgery in which the lens of the 
eye was removed (for example, cataract 
surgery); 

• Prosthetic lenses for patients who 
lack the lens of the eye because of 
congenital absence or surgical removal; 
and 

• One pair of conventional eyeglasses 
or conventional contact lenses furnished 
after each cataract surgery during which 
an intraocular lens is inserted. 

From as early as 1980, we have 
clarified that we viewed closed circuit 
visual aid systems and other low vision 
devices to be subject to the eyeglass 
coverage exclusion at section 1862(a)(7) 
of the Act. On July 16, 1980, we 
conveyed from the Acting Director, 
Office of Coverage Policy, Bureau of 
Program Policy, Health Care Financing 
Administration, to the Regional 
Administrator, San Francisco, an 
example of this clarification. We stated 
in a memorandum that closed circuit 
visual aid systems, in providing 
magnification serve the same function 
as eyeglasses, coverage of which is 
specifically excluded by Medicare law 
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(section 1862(a)(7) of the Act). This 
document explained that section 
1862(a)(7) of the Act is an overriding 
statutory coverage exclusion which 
would apply even if these devices were 
determined to meet Medicare’s 
definition of durable medical 
equipment. Moreover, the Medicare 
Appeals Council has recognized that 
video magnifiers, or closed circuit 
televisions (CCTVs), are subject to the 
eyeglass coverage exclusion at section 
1862(a)(7) of the Act. However, we have 
never issued a regulation or national 
coverage decision (NCD) that 
specifically states that the eyeglass 
exclusion at section 1862(a)(7) of the 
Act applies to low vision aids. 

2. Provisions of the Proposed Rule 
In the Competitive Acquisition for 

Certain Durable Medical Equipment, 
Prosthetics, Orthotics, and Supplies 
(DMEPOS) proposed rule (hereinafter 
referred to as the May 1, 2006 proposed 
rule (71 FR 25654, at 25659 and 25687)), 
we proposed to revise § 411.15(b), 
which provides certain specific 
exceptions to the eyeglass coverage 
exclusion, to expressly state the scope of 
the eyeglass exclusion. In proposing this 
revision, we were mindful that three 
United States District courts found that 
the Act does not prohibit payment for 
video magnifiers. (Collins v. Thompson, 
No 2:03-cv-265-FtM-29SPC (M.D. Fla. 
June 4, 2004); Davidson v. Thompson, 
No. Civ. 04–32 LFG (D.N.M. 2004); 
Currier v. Thompson, 369 F. Supp. 2d 
65 (D. Me. 2005)). We also noted that 
the Currier case recognized that the 
statute was ambiguous, and the 
Supreme Court has recognized that a 
prior judicial construction of an 
ambiguous statute does not categorically 
control an agency’s contrary 
construction (National Cable & 
Telecommunications Association v. 
Brand X Internet Services, 545 U.S. 967, 
982 (2005)). 

We have a longstanding practice of 
denying claims for low visions aids and 
have stated in both judicial and 
administrative processes our position 
that low vision aids fall within the 
statutory eyeglass exclusion. The 
purpose of this final regulation is not to 
withdraw coverage of low vision aids 
but to codify in regulations our 
longstanding practice of not covering 
these devices. 

In the May 1, 2006 proposed rule, we 
proposed to clarify under proposed 
§ 411.15(b) that the scope of the eyeglass 
coverage exclusion encompasses all 
devices irrespective of their size, form, 
or technological features that use one or 
more lenses to aid vision or provide 
magnification of images for impaired 

vision. This proposed regulatory 
provision would clarify that the statute 
does not support the interpretation that 
the term ‘‘eyeglasses’’ only applies to 
lenses supported by frames that pass 
around the nose and ears. The 
underlying technology and the function 
of eyeglasses are to use lenses to assist 
persons with impaired vision. Dorland’s 
Illustrated Medical Dictionary (28th Ed. 
1994) defines ‘‘eyeglass’’ simply as a 
‘‘lens for aiding sight.’’ Low vision aids 
depend on the use of a lens to aid 
vision. For example, computers can use 
lenses to enlarge print to help 
individuals who need visual assistance 
in reading. The Cleveland Clinic on its 
Web site, under the heading of ‘‘Coping 
with Vision Loss’’, lists examples of 
popular low vision aids. The examples 
include telescopic glasses, lenses that 
filter light, magnifying glasses, hand 
magnifiers, close-circuit television, and 
reading prisms. 

We interpret the eyeglass exclusion at 
section 1862(a)(7) of the Act as 
encompassing all of the various types of 
devices that use lenses for the correction 
of vision unless there is a statutory 
exception that allows for coverage, or 
the existing regulatory exceptions that 
remain unchanged at § 411.15(b) allow 
coverage. For example, section 
1861(s)(8) of the Act provides for one 
pair of conventional eyeglasses or 
contact lenses after each cataract surgery 
with insertion of an intraocular lens. 

We noted that if the term ‘‘eyeglasses’’ 
as used at section 1862(a)(7) of the Act 
was interpreted to refer only to the 
exclusion of payment for lenses 
supported by frames that pass around 
the nose and ears, then the eyeglass 
exclusion would not apply to contact 
lenses and there would have been no 
reason for the Congress to make an 
exception to section 1862(a)(7) of the 
Act for contact lenses. However, the 
Congress enacted the Omnibus Budget 
Reconciliation Act of 1990 (Pub. L. 101– 
508) (OBRA 90). Section 4153(b)(2)(B) of 
the OBRA 90 provides for an exception 
to section 1862(a)(7) of the Act that 
allows coverage of contact lenses 
furnished after cataract surgery with the 
insertion of an intraocular lens. 

Considering sections 1862(a) and 
1861(s) of the Act together indicates that 
the eyeglass exclusion also applies to 
contact lenses, except for contact lenses 
furnished under the specific conditions 
noted in section 1861(s) of the Act, that 
being, after each cataract surgery with 
the insertion of an intraocular lens. By 
applying the eyeglass exclusion to 
contact lenses, we believe that not only 
does the plain language of the statute 
reinforce our interpretation that the 
exclusion encompasses the use of any 

device that uses a lens to aid vision, and 
is not limited to just lenses supported 
by frames that pass around the nose and 
ears, but that this interpretation best 
captures the Congress’ intent. 

Also, when referring to ‘‘conventional 
eyeglasses,’’ section 1861(s)(8) of the 
Act is affirming that the term 
‘‘eyeglasses’’ has a wider application 
than ‘‘conventional eyeglasses’’ and the 
terms ‘‘conventional eyeglasses’’ and 
‘‘eyeglasses’’ are not synonymous in the 
statute. Moreover, the statute uses the 
terms ‘‘eyewear’’ and ‘‘contact lenses’’ 
in reference to the eyeglass exclusion, 
further suggesting that these terms are 
not synonymous. 

Our interpretation of the term 
eyeglasses is consistent with the 
regulatory language used for the 
optional benefit in the Medicaid 
program under § 440.120(d) for 
eyeglasses. Section 1905(a)(12) of the 
Act defines the term ‘‘medical 
assistance’’ to include eyeglasses as an 
optional service. The Medicaid 
regulations implementing this section of 
the statute defines eyeglasses to mean 
‘‘lenses, including frames, and other 
aids to vision * * * ’’ Therefore, in 
setting program parameters, both 
Medicaid and Medicare are consistently 
interpreting in regulations a statutory 
reference to eyeglasses as including low 
vision aids. 

Although the technology of using 
lenses to aid low vision may continue 
to be improved with new innovations, 
such as contact lenses, progressive 
lenses, and low vision aids, this does 
not exempt the new technology from the 
eyeglass exclusion. The adaptation of 
the vision aid technology does not 
change the essential nature of the 
device: a video magnifier is a device 
that utilizes a lens to enhance vision. 
We believe this interpretation is 
consistent with the decision in Warder 
v. Shalala, 149 F 3d 73 (1st Cir. 1998), 
in which the United States Court of 
Appeals for the First Circuit held, in 
part, that the Secretary’s classification of 
a seating system as DME, even though 
it was a technologically advanced 
seating system, was supported by the 
Medicare statute and regulations. In 
reaching this conclusion, the Court 
stated that the Secretary could conclude 
that the seating system met the 
definition of DME, which 
‘‘unequivocally includes 
‘wheelchairs,’ ’’ since the system served 
the same (as well as additional) 
functions as a wheelchair. We believe 
this case affirms the principle that the 
Secretary has the discretion to interpret 
the statute and to assign a product to a 
particular Medicare category even when 
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this will result in non-coverage 
determinations by Medicare. 

3. Public Comments Received on the 
Proposed Rule 

Comment: Several commenters urged 
that low vision aids should be covered 
for individuals with vision loss to help 
individuals to remain as independent as 
possible, to ensure quality of life, to 
conduct activities of daily living safely 
and effectively, and to avoid placement 
in assistive living or nursing homes. The 
commenters believe the use of 
prescribed low vision aids would help 
avoid greater expenses to the Medicare 
program due to reduced illnesses, 
injuries, and loss of independence. 
Several commenters indicated that they 
did not have sufficient funds to obtain 
these items without Medicare coverage. 

Response: We understand and can 
appreciate the commenters’ concerns. 
However, the Medicare statute does not 
provide for the coverage of every service 
or item that may increase an 
individual’s quality of life or which may 
provide a medical benefit. For example, 
in addition to excluding eyeglasses from 
coverage, the Act also generally 
excludes coverage of dental services, 
orthopedic shoes, and hearing aids. We 
understand that eyeglasses aid 
individuals in conducting activities of 
daily living; however, the Medicare 
statute makes only limited exceptions to 
the statutory eyeglass coverage 
exclusion, such as for ‘‘conventional 
eyeglasses and contact lenses,’’ in 
certain cases. Moreover, we believe the 
appropriate regulatory interpretation of 
this statutory exclusion is to remain 
consistent with our longstanding views, 
and finalize the proposed regulation 
without modification. 

Comment: Some commenters stated 
that the regulation does not rely on the 
plain language of the statute. The 
commenters suggested that eyeglasses 
and low vision devices are dissimilar: 
eyeglasses are optical systems to aid the 
vision of a person who essentially has 
normal vision, while low vision aids are 
prosthetic in nature for persons whose 
vision is impaired in other ways than 
refractive error. The commenters believe 
that the regulation fails to distinguish 
between lenses that correct refractive 
errors in eyes with normal visual 
function and lenses and devices that 
enlarge images to make them visible to 
eyes with subnormal visual function. 
The commenters also stated that the 
regulation is not in accord with certain 
established case law, that it conflicts 
with Congressional intent, and ignores 
other Medicare regulations and 
definitions that could be used to cover 

low vision aids as DME or prosthetic 
devices. 

Response: As a general matter, we 
disagree with the commenters’ concerns 
raised above. First, we continue to 
believe that our interpretation is 
consistent with the plain language of the 
Medicare statute, and alternatively, if 
the statute is ambiguous to this point, 
we believe our interpretation best 
captures the Congress’ intent and is a 
reasonable and permissible 
interpretation. 

Second, eyeglasses and low vision 
aids are not dissimilar, but the same, in 
that, they both use lenses to aid poor 
vision or provide magnification of 
images for impaired vision. The 
operative component of the eyeglass is 
the lens because it is the component 
that provides visual improvement. It 
may be useful to consider standard 
dictionary definitions of the word 
‘‘eyeglass.’’ For example, the Webster’s 
Third New Int. Dictionary (1976) 
defines ‘‘eyeglass’’ to include the 
eyepiece of an optical instrument (as in 
a microscope or telescope). Also, the 
Webster’s New Collegiate Dictionary 
(8th Ed, 1979) includes eyepiece as its 
first definition for eyeglass. It defines 
eyepiece as the lens or combination of 
lenses at the eye end of an optical 
instrument. 

As can be clearly seen through the 
dictionary definitions, any type of 
eyeglass, conventional or otherwise, is a 
device used for aiding sight. Lenses 
used with low vision aids are for the 
purpose of improving vision, as are the 
lenses used with conventional 
eyeglasses. 

While we understand that some may 
suggest that a more narrow reading of 
the statutory exclusion may be 
appropriate, we disagree and believe 
that our interpretation is a reasonable 
and permissible construction of the 
statutory exclusion, and one that best 
matches the Congress’ intent. 

In addition to the plain language of 
the Medicare statutory exclusion itself, 
language in other sections of the statute 
further supports our interpretation. For 
example, in section 1862(a)(7) of the 
Act, the Congress makes an exception to 
the eyeglass exclusion for certain 
conventional eyeglasses and contact 
lenses used after cataract surgery. This 
exception indicates that the eyeglass 
exclusion applies to more than lenses in 
frames worn around the nose and ears. 
In referring to the eyeglass exclusion, 
the Medicare statute uses various terms, 
such as eyeglasses, eyewear, 
conventional eyeglasses and contact 
lenses, which strongly indicates that the 
eyeglass exclusion applies to more than 
just conventional eyeglasses. Additional 

evidence of Congressional intent 
regarding the meaning of the term 
‘‘eyeglasses’’ can be found in the 
conference report accompanying the 
original legislation in 1965 (S. Rep. No. 
89–404, 49). Although the original 
statutory language referred to 
eyeglasses, the conference report also 
referred to contact lenses, suggesting 
that the Congress did not intend to 
construe the term narrowly. 

We also note that there is nothing in 
either the Medicare statutory language 
of the eyeglass coverage exclusion or the 
accompanying legislative history to 
suggest that the exclusion is limited to 
lenses used to correct refractive errors or 
other types of specific visual problems; 
rather, it is stated without reference to 
any particular types of visual problems. 

Additionally, to the extent there is 
some ambiguity (as noted above in our 
discussion of the Currier case, where the 
court noted that ambiguity exists with 
respect to this statutory exclusion and 
low vision aids), the Supreme Court 
recognizes that a prior judicial 
construction of an ambiguous statute 
does not categorically control an 
agency’s contrary construction. As 
noted above, we understand that some 
may believe a more narrow 
interpretation would be appropriate in 
this instance. We disagree and continue 
to believe we have interpreted the 
Medicare statute in a way that best 
captures the Congress’s intent and that 
our interpretation is a reasonable and 
permissible reading of the statutory 
exclusion. 

Furthermore, we have followed the 
necessary procedures set forth under the 
Administrative Procedures Act for 
agencies to follow in establishing 
interpretive rules to ensure that this 
regulatory clarification of our 
longstanding Medicare policy has been 
given the appropriate consideration and 
review. 

Finally, as noted in more detail 
below, if an item or service falls within 
a benefit category, it must not be 
otherwise excluded, in order for 
coverage to be considered. Thus, 
whether an item that falls within the 
scope of statutory exclusion clarified by 
this regulation falls within a defined 
Medicare benefit category, does not alter 
the analysis as to whether the statutory 
exclusion for eyeglasses may apply. 

Comment: Some commenters believe 
the regulation does not consider 
advancements in medical technology 
and would automatically deny coverage 
for any new technology designed to 
assist individuals with vision 
impairments. As a result, the 
commenters stated this regulation 
creates a disincentive for manufacturers 
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and innovators to develop new and 
progressive vision technology. 

Response: We disagree with the 
commenters that this regulation creates 
a disincentive for manufacturers and 
innovators to develop new and 
progressive vision technology. As noted 
above, it is true that new medical 
advancements and new technologies in 
the area of vision impairment may fall 
within the scope of the statutory 
exclusion clarified in this regulation 
and coverage may be prohibited under 
Medicare. 

We do not automatically deny 
coverage for technologically improved 
items or services, instead, as a general 
matter, we cover technologically 
improved items or services if all 
coverage requirements are met. Many 
items, however, are not covered by 
Medicare, yet the relevant industries 
continue to develop and achieve major 
advancements in technology. For 
example, while we do not cover dental 
services or hearing aids, there continue 
to be advances in the furnishing of 
dental care and technological advances 
in the use of hearing aids. In addition, 
Medicare has had a longstanding history 
of not covering low vision aids, yet, 
manufacturers continue to make 
technological improvements in this 
area. Moreover, there are existing 
incentives beyond Medicare 
reimbursement that will continue to 
encourage manufacturers and 
innovators to improve vision 
technology. 

Comment: Other commenters believe 
it is inconsistent and discriminatory for 
Medicare to cover wheelchairs to assist 
individuals with impaired mobility and 
not to cover low vision aids to assist 
individuals with impaired vision. 

Response: In order to be covered 
under Medicare, an item or service must 
fall within one or more benefit 
categories contained within Part A or 
Part B, and must not be otherwise 
excluded from coverage. Wheelchairs, 
which may assist individuals with 
impaired mobility, fall within the 
defined benefit category for durable 
medical equipment under section 
1861(n) of the Act, and are not 
otherwise excluded from coverage 
under section 1862(a) of the Act. Low 
vision aids, on the other hand, are 
excluded from coverage under section 
1862(a)(7) of the Act and we must 
comply with this provision. 

Comment: Some commenters 
suggested that CMS allow for a more 
fully vetted process prior to any rule for 
or against low vision aid coverage. 

Response: We are issuing this final 
regulation in accordance with the 
requirements of the Administrative 

Procedures Act (the APA). On May 1, 
2006, we issued a proposed rule that 
discussed the background and rationale 
pertaining to our proposed provisions to 
apply the eyeglass coverage exclusion to 
low vision aids. In accordance with 
section 1871(b)(1) of the Act, we 
proposed this regulation pursuant to a 
60-day public comment period. After 
reviewing and considering the public 
comments, relevant case law, and our 
existing policies on this issue, we are 
issuing this final rule without 
modification. We believe it sets forth a 
reasonable and permissible 
interpretation of the Medicare statutory 
eyeglass coverage exclusion. 

Comment: Commenters expressed 
concern that the use of assistive low 
vision aids associated with 
rehabilitative therapy services, which 
are identified by Medicare-covered 
Current Procedural Terminology (CPT) 
codes, such as CPT code 97535, would 
no longer be covered by Medicare if 
subjected to the eyeglass exclusion. 

Response: Low vision aids are not 
covered, items based on the statutory 
eyeglass exclusion. A practitioner is 
paid for his or her professional services. 
Supplies and instruments used in 
providing those services are not paid for 
separately, rather payment is made 
based on the practitioner’s PEs. 

4. Provisions of the Final Rule 
After consideration of the public 

comments received, we are finalizing 
§ 411.15(b) without modification. 

B. Replacement of Reasonable Charge 
Methodology by Fee Schedules for 
Therapeutic Shoes 

We are finalizing proposed 
§ 414.228(c) to codify that the Medicare 
fee schedule amounts for therapeutic 
shoes, inserts, and shoe modifications 
are established in accordance with the 
methodology specified in sections 
1833(o) and 1834(h) of the Act. 

Section 627 of the MMA mandated fee 
schedule amounts for therapeutic shoes 
and inserts effective January 1, 2005, 
calculated using the prosthetic and 
orthotic fee schedule methodology in 
section 1834(h) of the Act. In 
accordance with section 627 of the 
MMA, fee schedule amounts for 
therapeutic shoes, inserts and shoe 
modifications were established and 
added to the DMEPOS fee schedule 
through program instructions, effective 
January 1, 2005. 

In our May 1, 2006 proposed rule (71 
FR 25654), we proposed to add 
§ 414.228(c) to specify that the Medicare 
fee schedule amounts for therapeutic 
shoes, inserts, and shoe modifications 
are established in accordance with the 

methodology specified in sections 
1833(o) and 1834(h) of the Act. Section 
627 of the MMA amended section 
1833(o)(2) of the Act to require 
implementation of fee schedule 
amounts, effective January 1, 2005, for 
the purpose of determining payment for 
custom molded shoes, extra-depth 
shoes, and inserts (collectively, 
‘‘therapeutic shoes’’). Section 627 of the 
MMA was initially implemented 
through program instructions, and on 
January 1, 2005, Medicare began paying 
for therapeutic shoes, inserts, and shoe 
modifications based on fee schedule 
amounts determined in accordance with 
section 1834(h) of the Act and 42 CFR 
part 414, subpart D of our regulations. 

We did not receive any comments on 
our proposal to add § 414.228(c) to 42 
CFR part 414, subpart D of our 
regulations. Therefore, we are finalizing 
proposed § 414.228(c) regarding the 
methodology used to establish fee 
schedule amounts for therapeutic shoes, 
inserts and shoe modifications. 

XII. Provisions of the Final Rule 
The provisions of this final rule with 

comment period restate the provisions 
of the CY 2009 PFS proposed rule, 
except as noted elsewhere in the 
preamble. 

XIII. Waiver of Proposed Rulemaking 
and Delay in Effective Date 

We ordinarily publish a notice of 
proposed rulemaking in the Federal 
Register and invite public comment on 
the proposed rule. The notice of 
proposed rulemaking includes a 
reference to the legal authority under 
which the rule is proposed, and the 
terms and substances of the proposed 
rule or a description of the subjects and 
issues involved. This procedure can be 
waived, however, if an agency finds 
good cause that a notice-and-comment 
procedure is impracticable, 
unnecessary, or contrary to the public 
interest and incorporates a statement of 
the finding and its reasons in the rule 
issued. 

We utilize HCPCS codes for Medicare 
payment purposes. The HCPCS is a 
national drug coding system comprised 
of Level I (CPT) codes and Level II 
(HCPCS National Codes) that are 
intended to provide uniformity to 
coding procedures, services, and 
supplies across all types of medical 
providers and suppliers. Level I (CPT) 
codes are copyrighted by the AMA and 
consist of several categories, including 
Category I codes which are 5-digit 
numeric codes, and Category III codes 
which are temporary codes to track 
emerging technology, services, and 
procedures. 
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The AMA issues an annual update of 
the CPT code set each Fall, with January 
1 as the effective date for implementing 
the updated CPT codes. The HCPCS, 
including both Level I and Level II 
codes, is similarly updated annually on 
a CY basis. Annual coding changes are 
not available to the public until the Fall 
immediately preceding the annual 
January update of the PFS. Because of 
the timing of the release of these new 
codes, it is impracticable for CMS to 
provide prior notice and solicit 
comment on these codes and the RVUs 
assigned to them in advance of 
publication of the final rule that 
implements the PFS. Yet, it is 
imperative that these coding changes be 
accounted for and recognized timely 
under the PFS for payment because 
services represented by these codes will 
be provided to Medicare beneficiaries 
by physicians during the CY in which 
they become effective. Moreover, 
regulations implementing HIPAA (42 
CFR parts 160 and 162) require that the 
HCPCS be used to report health care 
services, including services paid under 
the PFS. We also assign interim RVUs 
to any new codes based on a review of 
the RUC recommendations for valuing 
these services. By reviewing these RUC 
recommendations for the new codes, we 
are able to assign RVUs to services 
based on input from the medical 
community and to establish payment for 
them, on an interim basis, that 
corresponds to the relative resources 
associated with furnishing the services. 
If we did not assign RVUs to new codes 
on an interim basis, the alternative 
would be to either not pay for these 
services during the initial CY or have 
each carrier establish a payment rate for 
these new codes. We believe both of 
these alternatives are contrary to the 
public interest, particularly since the 
RUC process allows for an assessment of 
the valuation of these services by the 
medical community prior to our 
establishing payment for these codes on 
an interim basis. Therefore, we believe 
it would be contrary to the public 
interest to delay establishment of fee 
schedule payment amounts for these 
codes. 

For the reasons outlined above in this 
section, we find good cause to waive the 
notice of proposed rulemaking for the 
interim RVUs for selected procedure 
codes identified in Addendum C and to 
establish RVUs for these codes on an 
interim final basis. We are providing a 
60-day public comment period. 

Section IV.C. of this final rule with 
comment discusses the identification 
and review of 204 potentially misvalued 
codes by a workgroup of the AMA RUC, 
as well as our review and decisions 

regarding the AMA RUC workgroup’s 
recommendations. The AMA RUC 
submitted several recommendations for 
misvalued codes in May 2008 and the 
remainder of their recommendations for 
misvalued codes in October 2008. Due 
to the timing of the May 2008 AMA 
RUC recommendations, it was 
impracticable for CMS to adequately 
evaluate and solicit public comment 
prior to this final rule with comment 
period. We believe it is in the public 
interest to implement the revised RVUs 
for the 61 codes that were identified as 
misvalued, and that have been reviewed 
and re-evaluated by the AMA RUC 
workgroup, on an interim final basis for 
CY 2009. These revisions will establish 
a more appropriate payment for these 
services, some of which changed 
significantly since they were originally 
valued. The revisions of RVUs for these 
codes will establish a more appropriate 
payment that better corresponds to the 
relative resources associated with 
furnishing these services. A delay in 
implementing revised values for these 
misvalued codes would not only 
perpetuate the known misvaluation for 
these services, it would also perpetuate 
a distortion in the payment for other 
services under the PFS. Implementing 
the changes now allows for a more 
equitable distribution of payments 
across all PFS services. We believe a 
delay in implementation of these 
revisions would be contrary to the 
public interest, particularly since the 
AMA RUC process allows for an 
assessment of the valuation of these 
services by the medical community 
prior to the AMA RUC’s 
recommendation to CMS. 

For the reasons described above, we 
find good cause to waive notice and 
comment procedures with respect to the 
misvalued codes identified in Table 26, 
and to revise RVUs for these codes on 
an interim final basis. We are providing 
a 60-day public comment period. 

Sections III. and VI.B. of this final rule 
with comment period also address 
certain provisions of the Medicare 
Improvements for Patients and 
Providers Act of 2008 (MIPPA) (Pub. L. 
110–275) which became law after 
publication of the CY 2009 PFS 
proposed rule. Except as noted further 
below, we consider these provisions to 
be self-implementing. We are revising 
our policies and regulations as 
described in this final rule with 
comment period in order to conform 
them to the statutory amendments. 
Because these revisions are in 
accordance with explicit statutory 
amendments, we find that notice and 
comment procedures are unnecessary 
for their implementation. Therefore, we 

find good cause to waive notice and 
comment procedures with respect to the 
changes in policy and regulations to 
effectuate the self-implementing 
provisions of the MIPPA as described in 
this final rule with comment period. 

Section 131(c) of the MIPPA requires 
the Secretary to implement a Physician 
Feedback Program no later than January 
1, 2009. Under the program, the 
Secretary must use claims data to 
provide confidential reports to 
physicians that measure resources 
involved in furnishing care to 
individuals (and, if determined 
appropriate, the reports can also include 
information about the quality of care 
furnished). Although this provision is 
self-implementing in certain respects, 
especially given that many elements of 
this program are already in place as a 
result of our previous data analysis and 
reporting efforts, we would ordinarily 
engage in notice and comment 
rulemaking to establish other aspects of 
this program. To the extent this 
provision is not self-implementing, we 
find good cause to waive notice and 
comment rulemaking because it would 
be contrary to the public interest to 
delay implementation of this program. 
Moreover, we note that the confidential 
feedback reporting will serve 
informational purposes and will not 
affect any rights or obligations under the 
Medicare program. 

Section 144(b) of the MIPPA repeals 
the requirement that an oxygen supplier 
transfer title to oxygen equipment to the 
beneficiary after a 36-month rental 
period. In its place, section 144(b) of the 
MIPPA establishes a 36-month rental 
cap and sets forth new rules for 
furnishing oxygen and oxygen 
equipment after the 36-month period. 
The current oxygen payment regulations 
reflect the previous transfer of title 
requirements, and we are revising these 
rules to reflect the changes set forth in 
section 144(b) of the MIPPA. 

These changes are largely self- 
implementing. Section 
1834(a)(5)(F)(ii)(I) of the Act, as 
amended by MIPPA, requires suppliers 
to continue to furnish oxygen 
equipment following the 36-month 
rental period, and section 
1834(a)(5)(F)(ii)(II) of the Act mandates 
continued Medicare payments for 
oxygen contents following the 36-month 
rental period. When read in conjunction 
with section 1834(a)(5)(F)(ii)(II) of the 
Act, we interpret the mandate in section 
1834(a)(5)(F)(ii)(I) of the Act to include 
oxygen contents, as well as oxygen 
equipment, given the nature of this 
benefit and the requirement that 
Medicare continue to pay for oxygen 
contents following the 36-month rental 
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period. To the extent these subsections 
are not self-implementing, we find good 
cause to waive notice and comment 
rulemaking as contrary to the public 
interest, because timely implementation 
of these provisions is necessary to 
ensure that beneficiaries’ oxygen 
treatment—which for many 
beneficiaries includes both oxygen 
equipment and contents—continues 
uninterrupted after January 1, 2009. 

Subsection 1834(a)(5)(F)(ii)(III) of the 
Act, as amended by MIPPA, authorizes 
payments for maintenance and servicing 
of oxygen equipment furnished after the 
36-month rental period if the Secretary 
determines such payments are 
reasonable and necessary. As set forth in 
section III. J. of this preamble, we have 
determined that certain routine 
maintenance and servicing payments 
are reasonable and necessary to protect 
Medicare beneficiaries from 
malfunctioning oxygen equipment. 

For the reasons described above, we 
believe the completion of notice and 
comment rulemaking would prevent the 
timely implementation of payment for 
certain maintenance and servicing of 
oxygen equipment that we have 
determined to be necessary for the safe 
use of oxygen equipment by Medicare 
beneficiaries, and that any such delay 
would be contrary to the public interest. 
Therefore, we find good cause to waive 
the notice of proposed rulemaking with 
respect to implementation of subsection 
1834(a)(5)(F)(ii)(III) of the Act. 

Section 149 of the MIPPA amended 
section 1834(m)(4)(C)(ii) of the Act to 
add certain entities as originating sites 
for purposes of Medicare telehealth 
services effective January 1, 2009: A 
hospital-based or critical access 
hospital-based (CAH-based) renal 
dialysis center (including satellites); a 
skilled nursing facility (as defined in 
section 1819(a) of the Act); and a 
community mental health center (as 
defined in section 1861(ff)(3)(B) of the 
Act). Section 149 of the MIPPA also 
amended section 1888(e)(2)(A)(ii) of the 
Act to exclude telehealth services 
furnished under section 
1834(m)(4)(C)(ii)(VII) of the Act from the 
consolidated billing provisions of the 
skilled nursing facility prospective 
payment system (SNF PPS). Apart from 
adding certain entities as originating 
sites for payment of telehealth services, 
section 149 of the MIPPA did not 
change the existing telehealth eligibility 
criteria, or payment and billing 
requirements related to telehealth 
services. Thus, the new authority for 
these entities to serve as originating 
sites for Medicare telehealth services is 
largely self-implementing. However, 
there are some operational and payment 

issues that arise as to which we would 
ordinarily engage in notice and 
comment rulemaking. In section III. M. 
of this final rule with comment period, 
we describe certain limitations on the 
types of services for which a Medicare 
telehealth payment will be made when 
these entities serve as the originating 
site. These requirements are similar to 
those in place under current policies for 
the existing list of telehealth originating 
sites, but are also tailored to address the 
particular characteristics of the newly 
added originating sites. It is necessary to 
address these requirements in a timely 
manner in order to avoid potential 
duplicate billing and payment, and to 
ensure that facilities appropriately 
furnish the requisite scope of services 
for which payment is included in their 
bundled or prospective payment. For 
the reasons described above, we believe 
that completion of notice and comment 
rulemaking prior to adopting these 
policies would delay timely 
implementation of policies that are 
important to quality care and program 
integrity. Therefore, to the extent these 
requirements are not self-implementing, 
we find good cause to waive notice and 
comment rulemaking as a delay in 
implementation would be contrary to 
the public interest. 

As detailed above in this section, we 
are implementing certain aspects of 
sections 131(c), 144(b), and 149 of the 
MIPPA as described in sections III.C., 
III.J., and III.M. (respectively) of this 
final rule with comment period on an 
interim final basis for CY 2009, and 
include a 60-day comment period. 

XIV. Collection of Information 
Requirements 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 30- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information (COI) 
requirement is submitted to the Office of 
Management and Budget (OMB) for 
review and approval. In order to fairly 
evaluate whether an information 
collection should be approved by OMB, 
section 3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

The collection of information section 
for this final rule with comment period 
contains the discussion of the 
information collection requirements as 
it appeared in the CY 2008 PFS 
proposed rule (73 FR 38502), with 
updated information included as 
necessary. In addition, we have 
included a new discussion of the 
information collection requirements 
associated with the Electronic 
Prescribing (E-Prescribing) Incentive 
Program, as detailed in section II.O2. of 
the preamble of this final rule with 
comment period. 

A. ICRs Regarding Independent 
Diagnostic Testing Facility (§ 410.33) 

Section 410.33(j) initially proposed 
that a physician or nonphysician 
practitioner organization furnishing 
diagnostic testing services, except 
diagnostic mammography services, must 
enroll as an IDTF for each practice 
location furnishing these services. 
However, we have removed this 
requirement and the associated 
paperwork burden from this final rule 
with comment period. 

For mobile units furnishing diagnostic 
testing services that are not enrolled in 
the Medicare program to enroll in the 
program, they must complete a 
Medicare enrollment application, the 
CMS–855B, and attachment 2 of the 
enrollment application. The burden 
associated with completing and 
submitting this application is currently 
approved under OMB control number 
0938–0685 with an expiration date of 
February 28, 2011. We believe that most 
of these mobile entities are already 
enrolled as IDTFs, as required in 
§ 410.33(g). 

However, we have no way to 
accurately quantify the burden because 
we cannot estimate the number of this 
type of requests that we may receive. 
We did not receive any public 
comments to assist us in our burden 
analysis. We also recognize that we will 
not be able to determine the number of 
the IDTFs that are billing only under 
arrangement with a hospital. Therefore, 
while we acknowledge that there is a 
burden associated with this provision, 
we also acknowledge that we have no 
way to quantify this provision’s burden. 
For that reason, we are assigning 1 token 
burden hour to this requirement until 
such a time that we can conduct an 
accurate burden analysis for this 
information collection requirement. 
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B. ICRs Regarding Exception to the 
Referral Prohibition Related to 
Compensation Arrangements 
(§ 411.357) 

As discussed in section II.N.1. of the 
preamble of this final rule with 
comment period, we are not finalizing 
the exception for incentive payment and 
shared savings programs contained in 
§ 411.357(x). Consequently, we have 
removed all discussion of the associated 
information collection requirements. 

C. ICRs Regarding Dispute Resolution 
and Process for Suspension or 
Termination of Approved CAP Contract 
and Termination or Physician 
Participation Under Exigent 
Circumstances (§ 414.917) 

Section 414.917(b)(4) states that an 
approved CAP vendor may appeal a 
termination by requesting a 
reconsideration. The burden associated 
with this requirement is the time and 
effort necessary to submit a 
reconsideration request to CMS. While 
this requirement is subject to the PRA, 
the associated burden is exempt under 
5 CFR 1320.4(a)(2). Information 
collected as part of an administrative 
action is not subject to the PRA. 

In section II.F.2 of this final rule with 
comment period, we discuss the 
postponement of the CAP for CY 2009. 

D. ICRs Regarding Additional Provider 
and Supplier Requirements for Enrolling 
and Maintaining Active Enrollment 
Status in the Medicare Program 
(§ 424.516) 

Section 424.516(d) discusses the 
reporting requirements for physician 
groups/organizations, physicians and 
NPPs. Specifically, the aforementioned 
providers must report to CMS, within 30 
days the information listed in 
§ 424.516(d)(1). Additionally, all other 
changes in enrollment must be reported 
within 90 days. 

Section 424.516(e) addresses the 
reporting requirements for all other 
providers and suppliers. Providers not 
mentioned in § 424.516(a) through (d) 
must report to CMS, within 30 days, 
changes of ownership, including 
changes in authorized official(s) or 
delegated official(s). All other changes 
in enrollment must be reported within 
90 days. 

The burden associated with the 
requirements contained in § 424.516(d) 
through (e) is the time and effort 
necessary to report the applicable 
information to CMS. These provisions 
change the reporting timeframes for the 
actions but not the burden associated 
with the requirement. While this 
requirement is subject to the PRA, we 
have no way to accurately quantify the 
number of submissions. Each 

submission will be reviewed on a case- 
by-case basis. 

Section § 424.516(d) states providers 
or suppliers are required to maintain 
ordering and referring documentation, 
including the NPI, received from a 
physician or eligible NPP for 7 years 
from the date of service. As discussed in 
Section II.I.5 of this final rule with 
comment period, we are not adopting 
the proposed record retention 
requirement of 10 years from the date of 
service. Physicians and NPPs are 
currently required to maintain written 
ordering and referring documentation 
for 7 years from the date of service 
within the CMS Program Integrity 
Manual. The burden associated with 
these recordkeeping requirements is the 
time and effort associated with 
maintaining the aforementioned 
documentation for 7 years, which is 
merely the codification of the 
requirements that already exist. While 
these requirements are subject to the 
PRA, we believe the burden is exempt 
because the requirement is part of a 
usual and customary business practice. 
As stated in 5 CFR 1320.3(b)(2), the 
time, effort, and financial resources 
necessary to comply with a COI that 
would be incurred by persons in the 
normal course of their activities (for 
example, in compiling and maintaining 
business records) is not subject to the 
PRA. 

TABLE 46—ESTIMATED ANNUAL REPORTING AND RECORDKEEPING BURDEN 

Regulation section(s) OMB control 
number Respondents Responses 

Burden per 
response 
(hours) 

Total annual 
burden 
(hours) 

§ 410.33 ................................................. 0938–0685 400,000 400,000 2.5 1,001,503 

Total ................................................ .............................. 400,000 400,000 2.5 1,001,503 

This final rule with comment period 
imposes COI requirements as outlined 
in the regulation text and specified 
above. However, this rule also makes 
reference to several associated 
information collections that are not 
discussed in the regulation text which 
have already received OMB approval. 

These include the following: 

Part B Drug Payment 

Section II.F.1 of the preamble of this 
final rule with comment period 
discusses payment for Medicare Part B 
drugs and biologicals under the ASP 
methodology. Drug manufacturers are 
required to submit ASP data to us on a 
quarterly basis. The collection of ASP 
data imposes a reporting requirement on 
the public. The burden associated with 
this requirement is the time and effort 

required by manufacturers of Medicare 
Part B drugs and biologicals to calculate, 
record, and submit the required data to 
CMS. While the burden associated with 
this requirement is subject to the PRA, 
it is currently approved under OMB 
control number 0938–0921, with an 
expiration date of May 31, 2009. 

Competitive Acquisition Program (CAP) 

Section II.F.2. of this final rule with 
comment period discusses the Part B 
CAP issues. While we are not imposing 
any new burden, it should be noted that 
all of the information collection 
components of the CAP have been 
reviewed and approved by OMB. They 
are approved under OMB control 
numbers 0938–0987, 0938–0955, and 
0938–0954 with expiration dates of 

April 30, 2009, August 31, 2009, and 
June 30, 2011, respectively. 

Physician Quality Reporting Initiative 
(PQRI) 

Section II.O1. of this final rule with 
comment period discusses the 
background of the PQRI and provides 
information about the measures 
available to eligible professionals who 
choose to participate in PQRI. Section 
1848(k)(1) of the Act requires the 
Secretary to implement a system for the 
reporting by eligible professionals of 
data on quality measures. We are 
requesting OMB’s emergency review 
and approval of the information 
collections referenced below. 
Emergency review and approval is 
necessary to meet the statutory effective 
date of January 1, 2009. 
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As stated in section II.O1.a.ii., eligible 
professionals include physicians, other 
practitioners as described in section 
1842(b)(18)(c) of the Act, physical and 
occupational therapists, qualified 
speech-language pathologists, and 
qualified audiologists. Eligible 
professionals may choose whether to 
participate and, to the extent they 
satisfactorily submit data on quality 
measures for covered professional 
services, they can qualify to receive an 
incentive payment. To qualify to receive 
an incentive payment for 2009, the 
eligible professional must meet one of 
the criteria for satisfactory reporting 
described in section II.O1.b. of the 
preamble. 

The burden associated with the 
requirements of this voluntary reporting 
initiative is the time and effort 
associated with eligible professionals 
identifying applicable PQRI quality 
measures for which they can report the 
necessary information. We have no way 
to accurately quantify the burden 
because it would vary with each eligible 
professional by the number of measures 
applicable to the eligible professional, 
the eligible professional’s familiarity 
and understanding of the PQRI, and 
experience with participating in the 
PQRI. In addition, eligible professionals 
may employ different methods for 
incorporating the use of quality data 
codes into the office work flows. 
Therefore, we will assign 3 hours as the 
amount of time needed for eligible 
professionals to review the PQRI quality 
measures, identify the applicable 
measures for which they can report the 
necessary information, and incorporate 
the use of quality data codes into the 
office work flows. Information from the 
Physician Voluntary Reporting Program 
(PVRP) indicated an average labor cost 
of $50 per hour. Thus, we estimate the 
cost for an eligible professional to 
review the PQRI quality measures, 
identify the applicable measures for 
which they can report the necessary 
information, and incorporate the use of 
quality data codes into the office work 
flows to be approximately $150 per 
eligible professional ($50 per hour × 3 
hours). We expect the ongoing costs 
associated with PQRI participation to 
decline based on an eligible 
professional’s familiarity with and 
understanding of the PQRI, experience 
with participating in the PQRI, and 
increased efforts by CMS and 
stakeholders to disseminate useful 
educational resources and best 
practices. 

In addition, for claims-based 
reporting, eligible professionals must 
gather the required information, select 
the appropriate quality data codes, and 

include the appropriate quality data 
codes on the claims they submit for 
payment. The PQRI will collect quality- 
data codes as additional (optional) line 
items on the existing HIPAA transaction 
837–P and/or CMS Form 1500. We do 
not anticipate any new forms and no 
modifications to the existing transaction 
or form. We also do not anticipate 
changes to the 837–P or CMS Form 1500 
for CY 2009. 

Because this is a voluntary program, 
it is impossible to estimate with any 
degree of accuracy how many eligible 
professionals will opt to participate in 
the PQRI in CY 2009. Preliminary 
results from the 2007 PQRI (the first 
year of PQRI reporting) indicate that of 
approximately 619,000 unique 
individual eligible professionals, 
approximately 101,000 unique 
individual eligible professionals, or 16 
percent, attempted to submit PQRI 
quality measures data in 2007. 
Therefore, for purposes of conducting a 
burden analysis for the 2009 PQRI, we 
will assume that all eligible 
professionals who attempted to 
participate in the 2007 PQRI will also 
attempt to participate in the 2009 PQRI. 

Moreover, the time needed for an 
eligible professional to review the 
quality measures and other information, 
select measures applicable to his or her 
patients and the services he or she 
furnishes to them, and incorporate the 
use of quality data codes into the office 
work flows is expected to vary along 
with the number of measures that are 
potentially applicable to a given 
professional’s practice. Since eligible 
professionals are generally required to 
report on at least 3 measures to earn a 
PQRI incentive, we will assume that 
each eligible professional who attempts 
to submit PQRI quality measures data is 
attempting to earn a PQRI incentive 
payment and that each eligible 
professional reports on an average of 3 
measures for this burden analysis. 

Based on our experience with the 
PVRP, we estimate that the time needed 
to perform all the steps necessary to 
report each measure (that is, reporting 
the relevant quality data code(s) for a 
measure) on claims ranges from 15 
seconds (0.25 minutes) to over 12 
minutes for complicated cases and/or 
measures, with the median time being 
1.75 minutes. Information from the 
PVRP indicates that the cost associated 
with this burden ranges from $0.21 in 
labor time to about $10.06 in labor time 
for more complicated cases and/or 
measures, with the cost for the median 
practice being $0.90. 

The total estimated annual burden for 
this requirement will also vary along 
with the volume of claims on which 

quality data are reported. Preliminary 
results from the 2007 PQRI indicate that 
eligible professionals reported on 1 to 
3,331 eligible instances per measure. 
For all 2007 PQRI measures, the median 
number of eligible instances reported on 
per measure was less than 60. On 
average, the median number of eligible 
instances reported on per measure was 
about 9. Therefore, for this burden 
analysis, we estimate for each measure 
on which an eligible professional 
reports, the eligible professional reports 
the quality data on 9 cases. 

Based on the assumptions discussed 
above, we estimate the total annual 
burden per eligible professional 
associated with claims-based reporting 
to range from 186.75 minutes, or 3.1 
hours [(0.25 minutes per measure × 3 
measures × 9 cases per measure) + 3 
hours] to 504 minutes, or 8.4 hours [(12 
minutes per measure × 3 measures × 9 
cases per measure) + 3 hours]. We 
estimate the total annual cost per 
eligible professional associated with 
claims-based reporting to range from 
$155.67 [($0.21 per measure × 3 
measures × 9 cases per measure) + $150] 
to $421.62 [($10.06 per measure × 3 
measures × 9 cases per measure) + 
$150]. 

For registry-based reporting, there 
would be no additional burden for 
eligible professionals to report data to a 
registry as eligible professionals more 
than likely would already be reporting 
data to the registry. Little, if any, 
additional data would need to be 
reported to the registry for purposes of 
participation in the 2009 PQRI. 
However, eligible professionals would 
need to authorize or instruct the registry 
to submit quality measures results and 
numerator and denominator data on 
quality measures to CMS on their 
behalf. We estimate that the time and 
effort associated with this would be 
approximately 5 minutes for each 
eligible professional that wishes to 
authorize or instruct the registry to 
submit quality measures results and 
numerator and denominator data on 
quality measures to CMS on their 
behalf. 

Registries interested in submitting 
quality measures results and numerator 
and denominator data on quality 
measures to CMS on their participants’ 
behalf would need to complete a self- 
nomination process in order to be 
considered ‘‘qualified’’ to submit on 
behalf of eligible professionals. 

The burden associated with the 
registry-based submission requirements 
of this voluntary reporting initiative is 
the time and effort associated with the 
registry calculating quality measure 
results from the data submitted to the 
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registry by its participants and 
submitting the quality measures results 
and numerator and denominator data on 
quality measures to CMS on behalf of 
their participants. The time needed for 
a registry to review the quality measures 
and other information, calculate the 
measures results, and submit the 
measures results and numerator and 
denominator data on the quality 
measures on their participants’ behalf is 
expected to vary along with the number 
of eligible professionals reporting data 
to the registry and the number of 
applicable measures. However, we 
believe that registries already perform 
many of these activities for their 
participants. The number of measures 
that the registry intends to report to 
CMS and how similar the registry’s 
measures are to CMS’ PQRI measures 
will determine the time burden to the 
registry. 

We are not finalizing our proposal to 
allow eligible professionals to submit 
clinical quality data extracted from 
electronic health records (EHRs) for 
purposes of receiving an incentive 
payment for the 2009 PQRI. 

The Electronic Prescribing 
(E-Prescribing) Incentive Program 

It is impossible to estimate with any 
degree of accuracy how many eligible 
professionals will opt to participate in 
the e-prescribing incentive program in 
CY 2009. However, if we assume that 
every eligible professional who 
attempted to participate in the 2007 
PQRI will also attempt to participate in 
the 2009 E-Prescribing Incentive 
Program, then we can estimate that 
approximately 101,000 unique 
individual eligible professionals will 
participate in the 2009 E-Prescribing 
Incentive Program. 

Section II.O2. of the preamble 
discusses the background of a new 
incentive program that is available to 
eligible professionals in addition to the 
PQRI. This incentive program is known 
as the e-prescribing incentive program. 
Section II.O2. of the preamble provides 
information on how eligible 
professionals can qualify to be 
considered a successful electronic 
prescriber in 2009 in order to earn an 
incentive payment. Similar to the PQRI, 
the e-prescribing incentive program is a 
voluntary initiative. Eligible 
professionals may choose whether to 
participate and, to the extent they meet 
(1) certain thresholds with respect to the 
volume of covered professional services 
furnished and (2) the criteria to be 
considered a successful electronic 
prescriber described in section II.O2. of 
this final rule with comment period, 

they can qualify to receive an incentive 
payment. 

Similar to claims-based reporting for 
the PQRI, we estimate the burden 
associated with the requirements of this 
new incentive program is the time and 
effort associated with eligible 
professionals determining whether the 
quality measure is applicable to them, 
gathering the required information, 
selecting the appropriate quality data 
codes, and including the appropriate 
quality data codes on the claims they 
submit for payment. Since the e- 
prescribing program consists of only 1 
quality measure, we will assign 1 hour 
as the amount of time needed for 
eligible professionals to review the e- 
prescribing measure and incorporate the 
use of quality data codes into the office 
work flows. At an average cost of 
approximately $50 per hour, we 
estimate the total cost to eligible 
professionals for reviewing the e- 
prescribing measure and incorporating 
the use of quality data codes into the 
office work flows to be approximately 
$50 ($50 per hour × 1 hour). 

The quality-data codes will be 
collected as additional (optional) line 
items on the existing HIPAA transaction 
837–P and/or CMS Form 1500. We do 
not anticipate any new forms and no 
modifications to the existing transaction 
or form. We also do not anticipate 
changes to the 837–P or CMS Form 1500 
for CY 2009. Based on our experience 
with the PVRP described above, we 
estimate that the time needed to perform 
all the steps necessary to report the e- 
prescribing measure to be 1.75 minutes. 
We also estimate the cost to perform all 
the steps necessary to report the e- 
prescribing measure to be $0.90 based 
on the experience with the PVRP 
described above. 

The total estimated annual burden for 
this requirement will also vary along 
with the volume of claims on which 
quality data is reported. Based on 
preliminary results from the 2007 PQRI 
described above and the fact that the 
measure’s denominator consists of only 
billing codes for professional services, 
we estimate that each eligible 
professional reports the quality data on 
60 cases for the e-prescribing measure. 

Therefore, we estimate the total 
annual burden per eligible professional 
associated with claims-based reporting 
of the e-prescribing measure to be 165 
minutes, or 2.75 hours [(1.75 minutes 
per measure × 1 measure × 60 cases per 
measure) + 1 hour]. The total estimated 
cost per eligible professional to report 
the e-prescribing measure is estimated 
to be $104 [($0.90 per measure × 1 
measure × 60 cases per measure) + $50]. 

If you choose to comment on these 
information collection and record 
keeping requirements, please mail 
copies directly to the following: 
Centers for Medicare & Medicaid 

Services, Office of Strategic 
Operations and Regulatory Affairs, 
Division of Regulations Development, 
Attn.: William Parham, CMS–1403– 
FC, Room C5–14–03, 7500 Security 
Boulevard, Baltimore, MD 21244– 
1850. 

Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Room 10235, New Executive 
Office Building, Washington, DC 
20503, Attn: CMS Desk Officer, CMS– 
1403–FC, Fax (202) 395–6974. 

XV. Response to Comments 
Because of the large number of public 

comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the DATES section of 
this preamble, and, when we proceed 
with a subsequent document, we will 
respond to the comments in the 
preamble to that document. 

XVI. Regulatory Impact Analysis 
We have examined the impact of this 

rule as required by Executive Order 
12866 on regulatory planning and 
review (September 30, 1993, as further 
amended), the Regulatory Flexibility 
Act (RFA) (September 19, 1980 Pub. L. 
96–354), section 1102(b) of the Social 
Security Act, section 202 of the 
Unfunded Mandates Reform Act of 1995 
(March 22, 1995; Pub. L. 104–4), 
Executive Order 13132 on Federalism 
(August 4, 1999), and the Congressional 
Review Act (5 U.S.C. 804(2)). 

Executive Order 12866, as amended, 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). A regulatory impact analysis 
(RIA) must be prepared for major rules 
with economically significant effects 
($100 million or more in any 1 year). As 
indicated in more detail below in this 
regulatory impact analysis, we estimate 
that the PFS provisions included in this 
final rule with comment period will 
redistribute more than $100 million in 
1 year. Therefore, we estimate that this 
rulemaking is ‘‘economically 
significant’’ as measured by the $100 
million threshold, and hence also a 
major rule under the Congressional 
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Review Act. Accordingly, we have 
prepared a RIA that to the best of our 
ability presents the costs and benefits of 
the rulemaking. 

The RFA requires agencies to analyze 
options for regulatory relief of small 
businesses and other small entities, if a 
rule has a significant impact on a 
substantial number of small entities. For 
purposes of the RFA, we estimate that 
most hospitals and most other providers 
are small entities as that term is used in 
the RFA (including small businesses, 
nonprofit organizations, and small 
governmental jurisdictions). Most 
hospitals and most other providers and 
suppliers are small entities, either by 
nonprofit status or by having revenues 
of $7 million to $34.5 million in any 1 
year (For further information, see the 
Small Business Administration’s 
regulation at 70 FR 72577, December 6, 
2005.) Individuals and States are not 
included in the definition of a small 
entity. The RFA requires that we 
analyze regulatory options for small 
businesses and other entities. We 
prepare a regulatory flexibility analysis 
unless we certify that a rule would not 
have a significant economic impact on 
a substantial number of small entities. 
The analysis must include a justification 
concerning the reason action is being 
taken, the kinds and number of small 
entities the rule affects, and an 
explanation of any meaningful options 
that achieve the objectives with less 
significant adverse economic impact on 
the small entities. 

For purposes of the RFA, physicians, 
NPPs, and suppliers including IDTFs 
are considered small businesses if they 
generate revenues of $7 million or less 
based on SBA size standards. 
Approximately 95 percent of physicians 
are considered to be small entities. 
There are about 980,000 physicians, 
other practitioners, and medical 
suppliers that receive Medicare 
payment under the PFS. 

For purposes of the RFA, 
approximately 85 percent of suppliers of 
durable medical equipment, prosthetics, 
orthotics and supplies (DMEPOS) are 
considered small businesses according 
to the Small Business Administration’s 
(SBA) size standards. We estimate that 
approximately 66,000 entities bill 
Medicare for DMEPOS each year. Total 
annual estimated Medicare revenues for 
DMEPOS suppliers are approximately 
$10.8 billion in 2007 for which $8.3 
billion was for fee-for-service and $2.5 
billion was for managed care. However 
the therapeutic shoe, oxygen and 
oxygen equipment, and low vision aids 
provisions in this rule do not have a 
significant economic impact on a 
substantial number of small entities. In 

the case of therapeutic shoes, the 
regulation is being updated to reflect the 
fact that fee schedules were 
implemented on January 1, 2005, in 
accordance with the requirements of 
MMA section 627. Since the fees 
themselves are not impacted by this 
change, suppliers are likewise not 
impacted by this change. In the case of 
oxygen and oxygen equipment, as 
explained in section S.9. below, it is 
difficult to estimate the impact of 
section 144(b) of the MIPPA on small 
entities and oxygen and oxygen 
equipment suppliers in general. 
Nevertheless, we do believe that the net 
impact on small entities and other 
suppliers of oxygen and oxygen 
equipment will be positive rather than 
negative. This is based on the fact that 
this change allows suppliers to retain 
ownership of oxygen equipment in all 
cases when it is no longer needed by the 
beneficiary. Prior to this change, 
suppliers were required to relinquish 
ownership of oxygen equipment after 36 
continuous rental months. While 
suppliers will be required to continue 
furnishing the equipment after the 36- 
month rental period for up to 2 
additional years in some cases until the 
5 year reasonable useful lifetime of the 
equipment ends, they will retain 
ownership of equipment when it is no 
longer needed and can furnish the 
equipment to other patients. Although 
suppliers will not be paid for non- 
routine maintenance or repair of oxygen 
equipment they own and furnish to 
Medicare beneficiaries, the equipment 
itself is very dependable and requires 
very little maintenance and servicing, so 
this change should not significantly 
impact suppliers. As previously noted, 
approximately 78 percent of Medicare 
beneficiaries that need oxygen do not 
use the oxygen equipment for more than 
36 months. The changes mandated by 
section 144(b) of the MIPPA will have 
no impact on suppliers or beneficiaries 
in these cases. 

For purposes of the RFA, 
approximately 80 percent of clinical 
diagnostic laboratories are considered 
small businesses according to the Small 
Business Administration’s size 
standards. These are posted on the 
following Web site: http://sba.gov/idc/
groups/public/documents/sba_
homepage/serv_sstd_tablepdf.pdf. 
Ambulance providers and suppliers for 
purposes of the RFA are also considered 
to be small entities. 

In addition, most ESRD facilities are 
considered small entities for purposes of 
the RFA, either based on nonprofit 
status or by having revenues of $7 
million to $34.5 million or less in any 
year. We consider a substantial number 

of entities to be significantly affected if 
the final rule with comment period has 
an annual average impact on small 
entities of 3 to 5 percent or more. Based 
on our analysis of the 926 nonprofit 
ESRD facilities considered small entities 
in accordance with the above 
definitions, we estimate that the 
combined impact of the changes to 
payment for renal dialysis services 
included in this final rule with 
comment period for nonprofit facilities 
will have a 0.7 percent decrease in 
overall payments relative to current 
overall payments. The majority of ESRD 
facilities will experience impacts of less 
than 3 percent of total revenues. We 
note that although the overall effect of 
the wage index changes is budget 
neutral, there are increases and 
decreases based on the location of 
individual facilities. The analysis and 
discussion provided in this section 
XVI.F. of this final rule with comment 
period complies with the RFA 
requirements. 

For the e-prescribing provisions, 
physician practices and independent 
pharmacies are considered small 
entities. 

Because we acknowledge that many of 
the affected entities are small entities, 
the analysis discussed throughout the 
preamble of this rule constitutes our 
final regulatory flexibility analysis for 
the remaining provisions and addresses 
comments received on these issues. 

Section 1102(b) of the Act requires us 
to prepare a regulatory impact analysis 
if a rule may have a significant impact 
on the operations of a substantial 
number of small rural hospitals. This 
analysis must conform to the provisions 
of section 604 of the RFA. For purposes 
of section 1102(b) of the Act, we define 
a small rural hospital as a hospital that 
is located outside a metropolitan 
statistical area and has fewer than 100 
beds. We have determined that this final 
rule with comment period will have 
minimal impact on small hospitals 
located in rural areas. Of the 196 
hospital-based ESRD facilities located in 
rural areas, only 40 are affiliated with 
hospitals with fewer than 100 beds. 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. In 2008, that 
threshold is approximately $130 
million. This final rule with comment 
period will not mandate any 
requirements for State, local, or tribal 
governments. Medicare beneficiaries are 
considered to be part of the private 
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sector for this purpose. A discussion 
concerning the impact of this rule on 
beneficiaries is found later in this 
section. 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on State and local 
governments, preempts State law, or 
otherwise has Federalism implications. 
The e-prescribing portions of this rule 
present a potential Federalism 
implication. No State categorically bars 
e-prescribing, but the scope and 
substance of State laws varies widely 
among the States. In recent years, many 
States have more actively legislated in 
this area. Should a State law be contrary 
to the Part D e-prescribing standards, or 
should it restrict the ability to carry out 
the Medicare Part D e-prescribing 
program, the MMA provides for 
preemption of that State law at section 
1860D–4(e)(5) of the Act. Section 
1860D–4(e)(5) provides: 

Relation to State Laws. The standards 
promulgated under the subsection shall 
supersede any State law or regulation 
that— 

(A) Is contrary to the standards or 
restricts the ability to carry out this part; 
and 

(B) Pertains to the electronic 
transmission of medication history and 
of information on eligibility, benefits, 
and prescriptions with respect to 
covered Part D drugs under this part. 

For the reasons given above, we have 
determined that States would not incur 
any direct costs as a result of this rule. 
However, as mandated by section 
1860D–4(e) of the Act, and under 
Executive Order 13132, we are required 
to minimize the extent of preemption, 
consistent with achieving the objectives 
of the Federal statute, and to meet 
certain other conditions. We believe 
that, taken as a whole, this final rule 
with comment period would meet these 
requirements. 

We have prepared the following 
analysis, which together with the 
information provided in the rest of this 
preamble, meets all assessment 
requirements. The analysis explains the 

rationale for and purposes of this final 
rule with comment period; details the 
costs and benefits of the rule; analyzes 
alternatives; and presents the measures 
we will use to minimize the burden on 
small entities. As indicated elsewhere in 
this rule, we are implementing a variety 
of changes to our regulations, payments, 
or payment policies to ensure that our 
payment systems reflect changes in 
medical practice and the relative value 
of services. We provide information for 
each of the policy changes in the 
relevant sections of this final rule with 
comment period. We are unaware of any 
relevant Federal rules that duplicate, 
overlap, or conflict with this final rule 
with comment period. The relevant 
sections of this rule contain a 
description of significant alternatives if 
applicable. 

A. RVU Impacts 

1. Resource-Based Work and PE RVUs 
Section 1848(c)(2)(B)(ii) of the Act 

requires that increases or decreases in 
RVUs may not cause the amount of 
expenditures for the year to differ by 
more than $20 million from what 
expenditures would have been in the 
absence of these changes. If this 
threshold is exceeded, we make 
adjustments to preserve BN. 

Section 133(b) of the MIPPA requires 
an alternative application of the BN 
adjustment that resulted from the 5-Year 
Review of Work RVUs. The 0.8806 
percent BN adjustment that is currently 
being applied to the work RVUs will be 
removed from the work RVUs and 
applied to the physician CF (See the CY 
2008 PFS final rule with comment 
period (72 FR 66389) for further 
discussion of the BN adjustment that 
resulted from the 5-Year Review of 
Work RVUs). See sections III.E. and VII. 
of this final rule with comment period 
for more information on the provisions 
of section 133(b) of the MIPPA. The 
effect of this change on selected 
procedures is shown in Table 50. 

Table 47 shows the specialty-level 
impact of the work and PE RVU 
changes. 

Our estimates of changes in Medicare 
revenues for PFS services compare 

payment rates for CY 2008 with 
payment rates for CY 2009 using CY 
2007 Medicare utilization for all years. 
To the extent that there are year-to-year 
changes in the volume and mix of 
services provided by physicians, the 
actual impact on total Medicare 
revenues will be different than those 
shown in Table 47. The payment 
impacts reflect averages for each 
specialty based on Medicare utilization. 
The payment impact for an individual 
physician would be different from the 
average, based on the mix of services the 
physician provides. The average change 
in total revenues would be less than the 
impact displayed here because 
physicians furnish services to both 
Medicare and non-Medicare patients 
and specialties may receive substantial 
Medicare revenues for services that are 
not paid under the PFS. For instance, 
independent laboratories receive 
approximately 80 percent of their 
Medicare revenues from clinical 
laboratory services that are not paid 
under the PFS. 

Table 47 shows only the payment 
impact on PFS services. The following 
is an explanation of the information 
represented in Table 47. 

• Specialty: The physician specialty 
or type of practitioner/supplier. 

• Allowed charges: Allowed charges 
are the Medicare Fee Schedule amounts 
for covered services and include 
coinsurance and deductibles (which are 
the financial responsibility of the 
beneficiary). These amounts have been 
summed across all services furnished by 
physicians, practitioners, or suppliers 
within a specialty to arrive at the total 
allowed charges for the specialty. 

• Impact of Work RVU Changes for 
any new or revised CY 2009 PFS 
services. 

• Impact of PE RVU changes. The 
impact is shown for both 2009 which is 
the third year of the 4-year transition 
using the new methodology and the 
fully implemented 2010 PE RVUs. 

• Combined impact of the work RVUs 
and PE RVUs for both 2009 and the fully 
implemented 2010 PE RVUs. 

TABLE 47—COMBINED TOTAL ALLOWED CHARGE IMPACT FOR WORK AND PRACTICE EXPENSE RVU CHANGES 

Specialty Allowed 
charges (mil) 

Impact of 
work RVU 
changes 

Impact of PE RVU 
changes 

Combined impact of PE 
and work changes * 

2009 
(percent) 

2009 (PE 
trans. year 
3) (percent) 

2010 (PE 
full imple-

ment.) 
(percent) 

2009 (PE 
trans. year 
3) (percent) 

2010 (PE 
full imple-

ment.) 
(percent) 

1 TOTAL .................................................................... $81,669 0 0 0 0 0 
2 ALLERGY/IMMUNOLOGY ..................................... 184 0 1 2 1 2 
3 ANESTHESIOLOGY .............................................. 1,966 0 ¥1 ¥1 ¥1 ¥1 

VerDate Aug<31>2005 15:01 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00195 Fmt 4701 Sfmt 4700 E:\FR\FM\19NOR2.SGM 19NOR2cp
ric

e-
se

w
el

l o
n 

P
R

O
D

1P
C

64
 w

ith
 R

U
LE

S
_2



69920 Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Rules and Regulations 

TABLE 47—COMBINED TOTAL ALLOWED CHARGE IMPACT FOR WORK AND PRACTICE EXPENSE RVU CHANGES— 
Continued 

Specialty Allowed 
charges (mil) 

Impact of 
work RVU 
changes 

Impact of PE RVU 
changes 

Combined impact of PE 
and work changes * 

2009 
(percent) 

2009 (PE 
trans. year 
3) (percent) 

2010 (PE 
full imple-

ment.) 
(percent) 

2009 (PE 
trans. year 
3) (percent) 

2010 (PE 
full imple-

ment.) 
(percent) 

4 CARDIAC SURGERY ............................................ 400 0 0 0 0 0 
5 CARDIOLOGY ........................................................ 7,775 0 ¥2 ¥3 ¥2 ¥4 
6 COLON AND RECTAL SURGERY ........................ 136 0 1 1 0 1 
7 CRITICAL CARE .................................................... 224 0 0 0 0 0 
8 DERMATOLOGY .................................................... 2,557 0 2 5 2 5 
9 EMERGENCY MEDICINE ...................................... 2,451 0 0 0 0 0 
10 ENDOCRINOLOGY .............................................. 385 0 0 0 0 0 
11 FAMILY PRACTICE ............................................. 5,354 0 0 1 0 1 
12 GASTROENTEROLOGY ..................................... 1,883 0 2 3 2 3 
13 GENERAL PRACTICE ......................................... 842 0 0 0 0 0 
14 GENERAL SURGERY ......................................... 2,408 0 0 1 1 1 
15 GERIATRICS ........................................................ 175 0 0 1 0 1 
16 HAND SURGERY ................................................ 88 0 ¥1 ¥2 ¥1 ¥2 
17 HEMATOLOGY/ONCOLOGY .............................. 2,019 0 ¥1 ¥1 ¥1 ¥1 
18 INFECTIOUS DISEASE ....................................... 561 0 1 2 1 2 
19 INTERNAL MEDICINE ......................................... 10,662 0 0 0 0 0 
20 INTERVENTIONAL RADIOLOGY ........................ 228 0 ¥1 ¥1 ¥1 ¥2 
21 NEPHROLOGY .................................................... 1,840 0 ¥1 ¥2 ¥1 ¥2 
22 NEUROLOGY ....................................................... 1,489 0 0 0 0 0 
23 NEUROSURGERY ............................................... 620 ¥1 0 ¥1 ¥1 ¥2 
24 NUCLEAR MEDICINE .......................................... 79 0 ¥1 ¥2 ¥1 ¥1 
25 OBSTETRICS/GYNECOLOGY ............................ 654 0 0 0 0 ¥1 
26 OPHTHALMOLOGY ............................................. 5,026 0 0 0 0 0 
27 ORTHOPEDIC SURGERY ................................... 3,454 0 0 0 0 ¥1 
28 OTOLARYNGOLOGY .......................................... 984 0 ¥1 ¥1 ¥1 ¥1 
29 PATHOLOGY ....................................................... 1,007 0 0 0 0 0 
30 PEDIATRICS ........................................................ 72 0 1 1 1 1 
31 PHYSICAL MEDICINE ......................................... 850 0 0 ¥1 0 ¥1 
32 PLASTIC SURGERY ............................................ 288 0 0 1 0 1 
33 PSYCHIATRY ....................................................... 1,169 0 1 1 1 1 
34 PULMONARY DISEASE ...................................... 1,828 0 1 1 1 1 
35 RADIATION ONCOLOGY .................................... 1,854 0 ¥1 ¥2 ¥1 ¥2 
36 RADIOLOGY ........................................................ 5,554 0 0 1 0 1 
37 RHEUMATOLOGY ............................................... 521 0 0 ¥1 0 ¥1 
38 THORACIC SURGERY ........................................ 431 0 0 0 0 0 
39 UROLOGY ............................................................ 2,146 0 0 0 0 0 
40 VASCULAR SURGERY ....................................... 685 0 0 0 0 0 
41 AUDIOLOGIST ..................................................... 33 1 ¥10 ¥20 ¥9 ¥19 
42 CHIROPRACTOR ................................................ 768 0 ¥1 ¥1 ¥1 ¥1 
43 CLINICAL PSYCHOLOGIST ................................ 571 0 ¥2 ¥4 ¥2 ¥3 
44 CLINICAL SOCIAL WORKER .............................. 378 0 ¥2 ¥3 ¥1 ¥3 
45 NURSE ANESTHETIST ....................................... 846 0 0 0 0 0 
46 NURSE PRACTITIONER ..................................... 963 0 1 1 1 1 
47 OPTOMETRY ....................................................... 867 0 0 0 0 0 
48 ORAL/MAXILLOFACIAL SURGERY .................... 38 0 1 2 1 2 
49 PHYSICAL/OCCUPATIONAL THERAPY ............ 1,772 0 2 4 2 4 
50 PHYSICIAN ASSISTANT ..................................... 711 0 0 1 0 1 
51 PODIATRY ........................................................... 1,727 0 1 3 1 2 
52 DIAGNOSTIC TESTING FACILITY ..................... 1,186 0 ¥2 ¥4 ¥2 ¥4 
53 INDEPENDENT LABORATORY .......................... 878 0 5 9 5 10 
54 PORTABLE X–RAY SUPPLIER .......................... 87 0 2 4 2 4 

* Components may not sum to total due to rounding. 

2. Adjustments for Payments for 
Imaging Services 

Section 1848(c)(2)(B)(iv)(II) of the Act 
as added by section 5102 of the Deficit 
Reduction Act of 2005 (Pub. L. 109–171) 
(DRA) exempts the estimated savings 
from the application of the OPPS-based 
payment limitation on PFS imaging 
services from the PFS BN requirement. 

We estimate that the combined impact 
of the current BN exemptions instituted 
by such section, the addition of 4 new 
codes and the removal of 2 codes from 
the list of services subject to the DRA 
OPPS cap (See section V. G. Additional 
Coding Issues), and the payment 
revisions to OPPS cap amounts would 
result in no measurable changes in the 

specialty specific impacts of the DRA 
provisions. 

3. Combined Impact 

Table 48 shows the specialty-level 
impact of the work and PE RVU 
changes, the impact of the MIPPA 
provision to apply the BN adjustment to 
the CF, the MIPPA provision for a 1.1 
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percent increase to the CF, and the 
combined impact of all of these changes. 
Additionally, the impacts in this final 
rule with comment period rule reflect 
the use of the updated physician time 
data from the AMA–RUC, that is, used 
in step 13 of the detailed description of 
the PE methodology described in 
section II.A.1.i. of this final rule with 
comment period. 

As indicated in Table 48, our 
estimates of changes in Medicare 
revenues for PFS services compare 
payment rates for CY 2008 with 
payment rates for CY 2009 using CY 
2007 Medicare utilization crosswalked 
to 2009 services. To the extent that there 
are year-to-year changes in the volume 
and mix of services furnished by 
physicians, the actual impact on total 
Medicare revenues will be different than 

those shown in Table 48. These 
payment impacts reflect averages for 
each specialty based on Medicare 
utilization. The payment impact for an 
individual physician would be different 
from the average, based on the mix of 
services the physician furnishes. 

Table 48 shows only the payment 
impact on PFS services. The following 
is an explanation of the information 
represented in Table 48. 

• Specialty: The physician specialty 
or type of practitioner/supplier. 

• Allowed Charges: Allowed charges 
are the Medicare Fee Schedule amounts 
for covered services and include 
coinsurances and deductibles (which 
are the financial responsibility of the 
beneficiary.) These amounts have been 
summed across all services furnished by 
physicians, practitioners, or suppliers 

within a specialty to arrive at the total 
allowed charges for the specialty. 

• Impact of the CY 2009 Work and PE 
RVU changes using the methodology 
finalized in the CY 2007 PFS final rule 
with comment period and the revised 
data sources discussed in this final rule 
with comment period. 

• Impact of section 133(b) of the 
MIPPA which applies the BN 
adjustment resulting from the 5-Year 
Review of work RVUs to the physician 
CF rather than to the work RVUs. 

• Impact of section 131(a)(1) of the 
MIPPA which provides for a 1.1 update 
to the Medicare PFS CF. 

• Combined impact of the finalized 
work and PE RVUs, section 133(b) of the 
MIPPA, and section 131(a)(1) of the 
MIPPA. 

TABLE 48—COMBINED CY 2009 TOTAL ALLOWED CHARGE IMPACT FOR WORK RVU CHANGES, PRACTICE EXPENSE 
CHANGES, AND MIPPA CHANGES 

Specialty Allowed 
Charges (mil) 

Work and 
PE RVU 

Changes * 
(percent) 

MIPPA 
133(b) ** 
(percent) 

MIPPA 131 
Update 

(percent) 

Total *** 
(percent) 

1 TOTAL ............................................................................................ $81,669 0 0 1 1 
2 ALLERGY/IMMUNOLOGY ............................................................. 184 1 ¥3 1 ¥1 
3 ANESTHESIOLOGY ...................................................................... 1,966 ¥1 3 1 3 
4 CARDIAC SURGERY .................................................................... 400 0 1 1 2 
5 CARDIOLOGY ................................................................................ 7,775 ¥2 ¥1 1 ¥2 
6 COLON AND RECTAL SURGERY ................................................ 136 0 1 1 2 
7 CRITICAL CARE ............................................................................ 224 0 2 1 3 
8 DERMATOLOGY ............................................................................ 2,557 2 ¥2 1 1 
9 EMERGENCY MEDICINE .............................................................. 2,451 0 3 1 4 
10 ENDOCRINOLOGY ...................................................................... 385 0 0 1 2 
11 FAMILY PRACTICE ..................................................................... 5,354 0 0 1 2 
12 GASTROENTEROLOGY ............................................................. 1,883 2 1 1 3 
13 GENERAL PRACTICE ................................................................. 842 0 0 1 2 
14 GENERAL SURGERY ................................................................. 2,408 1 1 1 3 
15 GERIATRICS ................................................................................ 175 0 2 1 3 
16 HAND SURGERY ........................................................................ 88 ¥1 ¥1 1 ¥1 
17 HEMATOLOGY/ONCOLOGY ...................................................... 2,019 ¥1 ¥2 1 ¥1 
18 INFECTIOUS DISEASE ............................................................... 561 1 2 1 4 
19 INTERNAL MEDICINE ................................................................. 10,662 0 1 1 2 
20 INTERVENTIONAL RADIOLOGY ................................................ 228 ¥1 0 1 0 
21 NEPHROLOGY ............................................................................ 1,840 ¥1 1 1 2 
22 NEUROLOGY ............................................................................... 1,489 0 0 1 1 
23 NEUROSURGERY ....................................................................... 620 ¥1 0 1 0 
24 NUCLEAR MEDICINE .................................................................. 79 ¥1 ¥2 1 ¥1 
25 OBSTETRICS/GYNECOLOGY .................................................... 654 0 0 1 0 
26 OPHTHALMOLOGY ..................................................................... 5,026 0 0 1 0 
27 ORTHOPEDIC SURGERY ........................................................... 3,454 0 0 1 0 
28 OTOLARNGOLOGY ..................................................................... 984 ¥1 ¥1 1 ¥1 
29 PATHOLOGY ............................................................................... 1,007 0 0 1 1 
30 PEDIATRICS ................................................................................ 72 1 0 1 2 
31 PHYSICAL MEDICINE ................................................................. 850 0 1 1 1 
32 PLASTIC SURGERY .................................................................... 288 0 0 1 1 
33 PSYCHIATRY ............................................................................... 1,169 1 2 1 4 
34 PULMONARY DISEASE .............................................................. 1,828 1 1 1 3 
35 RADIATION ONCOLOGY ............................................................ 1,854 ¥1 ¥3 1 ¥3 
36 RADIOLOGY ................................................................................ 5,554 0 ¥1 1 0 
37 RHEUMATOLOGY ....................................................................... 521 0 ¥1 1 ¥1 
38 THORACIC SURGERY ................................................................ 431 0 1 1 2 
39 UROLOGY .................................................................................... 2,146 0 ¥1 1 0 
40 VASCULAR SURGERY ............................................................... 685 0 ¥1 1 1 
41 AUDIOLOGIST ............................................................................. 33 ¥9 ¥2 1 ¥10 
42 CHIROPRACTOR ........................................................................ 768 ¥1 2 1 2 
43 CLINICAL PSYCHOLOGIST ........................................................ 571 ¥2 3 1 2 
44 CLINICAL SOCIAL WORKER ...................................................... 378 ¥1 3 1 3 
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TABLE 48—COMBINED CY 2009 TOTAL ALLOWED CHARGE IMPACT FOR WORK RVU CHANGES, PRACTICE EXPENSE 
CHANGES, AND MIPPA CHANGES—Continued 

Specialty Allowed 
Charges (mil) 

Work and 
PE RVU 

Changes * 
(percent) 

MIPPA 
133(b) ** 
(percent) 

MIPPA 131 
Update 

(percent) 

Total *** 
(percent) 

45 NURSE ANESTHETIST ............................................................... 846 0 4 1 5 
46 NURSE PRACTITIONER ............................................................. 963 1 1 1 3 
47 OPTOMETRY ............................................................................... 867 0 ¥1 1 0 
48 ORAL/MAXILLOFACIAL SURGERY ............................................ 38 1 ¥1 1 1 
49 PHYSICAL/OCCUPATIONAL THERAPY .................................... 1,772 2 0 1 3 
50 PHYSICIAN ASSISTANT ............................................................. 711 0 1 1 2 
51 PODIATRY ................................................................................... 1,727 1 ¥1 1 1 
52 DIAGNOSTIC TESTING FACILITY ............................................. 1,186 ¥2 ¥5 1 ¥6 
53 INDEPENDENT LABORATORY .................................................. 878 5 ¥4 1 2 
54 PORTABLE X-RAY SUPPLIER ................................................... 87 2 ¥4 1 ¥2 

* PE changes are CY 2009 third year transition changes. For fully implemented CY 2010 PE changes, see Table 1. 
** Prior to the application of the OPPS imaging caps under DRA 5102. 
*** Components may not sum to total due to rounding. 

We received comments from 
individuals and organizations 
concerning the impact of the proposed 
rule, which reflected the projected 
negative update. These commenters 
stated that the proposed cuts in 
payment for services, particularly those 
for interventional pain management, 
could have a devastating impact on their 
ability to provide services to Medicare 
beneficiaries. The commenters also 
expressed concern that the current PE 
payment methodology does not 
accurately reflect the costs needed to 
provide their services. 

As discussed in sections III. and VII. 
of this final rule with comment period, 
section 131(a) of the MIPPA provides 
that the update to the single CF for CY 
2009 shall be 1.1 percent. Tables 47 and 
48 reflect this change. As required by 
the statute, payment under the PFS is 
resource-based. In future rulemaking, 
we expect to include improvements to 
the resource-based PE methodology that 
will include more current specialty 
specific aggregate cost data obtained 
through physician specialty practice 
surveys. 

Table 49 shows the estimated impact 
on total payments for selected high- 
volume procedures of all of the changes 
discussed previously. We selected these 
procedures because they are the most 
commonly furnished by a broad 
spectrum of physician specialties. There 
are separate columns that show the 
change in the facility rates and the 
nonfacility rates. For an explanation of 
facility and nonfacility PE refer to 
Addendum A of this final rule with 
comment period. 

TABLE 49—IMPACT OF FINAL RULE WITH COMMENT PERIOD AND ESTIMATED PHYSICIAN UPDATE ON 2009 PAYMENT FOR 
SELECTED PROCEDURES 

CPT/HCPCS MOD Description 

Facility Non-facility 

2008 2009 Percent 
change 2008 2009 Percent 

change 

11721 ..................... ........ Debride nail, 6 or more ............... $27.42 $27.77 1 $39.61 $40.39 2 
17000 ..................... ........ Destruct premalg lesion ............... 46.47 48.69 5 67.41 69.97 4 
27130 ..................... ........ Total hip arthroplasty ................... 1,336.09 1,359.71 2 NA NA NA 
27244 ..................... ........ Treat thigh fracture ...................... 1,077.10 1,144.39 6 NA NA NA 
27447 ..................... ........ Total knee arthroplasty ................ 1,435.12 1,456.37 1 NA NA NA 
33533 ..................... ........ CABG, arterial, single .................. 1,854.84 1,892.05 2 NA NA NA 
35301 ..................... ........ Rechanneling of artery ................ 1,045.11 1,067.93 2 NA NA NA 
43239 ..................... ........ Upper GI endoscopy, biopsy ....... 156.92 165.55 5 329.07 323.16 ¥2 
66821 ..................... ........ After cataract laser surgery ......... 249.47 251.38 1 266.23 266.53 0 
66984 ..................... ........ Cataract surg w/iol, 1 stage ........ 626.15 638.74 2 NA NA NA 
67210 ..................... ........ Treatment of retinal lesion ........... 545.79 561.56 3 567.88 580.67 2 
71010 ..................... ........ Chest x-ray .................................. NA NA NA 25.52 24.16 ¥5 
71010 ..................... 26 Chest x-ray .................................. 8.76 9.02 3 8.76 9.02 3 
77056 ..................... ........ Mammogram, both breasts ......... NA NA NA 104.74 107.48 3 
77056 ..................... 26 Mammogram, both breasts ......... 41.90 44.36 6 41.90 44.36 6 
77057 ..................... ........ Mammogram, screening .............. NA NA NA 82.65 81.15 ¥2 
77057 ..................... 26 Mammogram, screening .............. 33.90 35.71 5 33.90 35.71 5 
77427 ..................... ........ Radiation tx management, x5 ..... 177.10 188.27 6 177.10 188.27 6 
78465 ..................... 26 Heart image (3d), multiple ........... 74.27 78.99 6 74.27 78.99 6 
88305 ..................... 26 Tissue exam by pathologist ......... 36.18 37.15 3 36.18 37.15 3 
90801 ..................... ........ Psy dx interview .......................... 125.31 128.04 2 147.02 152.92 4 
90862 ..................... ........ Medication management ............. 43.80 45.08 3 52.18 55.18 6 
90935 ..................... ........ Hemodialysis, one evaluation ...... 65.13 66.36 2 NA NA NA 
92012 ..................... ........ Eye exam established pat ........... 43.04 45.80 6 70.08 70.69 1 
92014 ..................... ........ Eye exam & treatment ................. 66.27 70.33 6 101.69 103.15 1 
92980 ..................... ........ Insert intracoronary stent ............. 806.30 847.93 5 NA NA NA 
93000 ..................... ........ Electrocardiogram, complete ....... 23.23 20.92 ¥10 23.23 20.92 ¥10 
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TABLE 49—IMPACT OF FINAL RULE WITH COMMENT PERIOD AND ESTIMATED PHYSICIAN UPDATE ON 2009 PAYMENT FOR 
SELECTED PROCEDURES—Continued 

CPT/HCPCS MOD Description 

Facility Non-facility 

2008 2009 Percent 
change 2008 2009 Percent 

change 

93010 ..................... ........ Electrocardiogram report ............. 8.38 9.02 8 8.38 9.02 8 
93015 ..................... ........ Cardiovascular stress test ........... 103.98 100.27 ¥4 103.98 100.27 ¥4 
93307 ..................... 26 Echo exam of heart ..................... 47.23 49.77 5 47.23 49.77 5 
93510 ..................... 26 Left heart catheterization ............. 241.09 248.86 3 241.09 248.86 3 
98941 ..................... ........ Chiropractic manipulation ............ 28.57 30.30 6 33.14 33.90 2 
99203 ..................... ........ Office/outpatient visit, new .......... 65.51 68.17 4 91.03 91.97 1 
99213 ..................... ........ Office/outpatient visit, est ............ 41.90 44.72 7 59.80 61.31 3 
99214 ..................... ........ Office/outpatient visit, est ............ 65.51 69.25 6 89.89 92.33 3 
99222 ..................... ........ Initial hospital care ....................... 116.93 122.63 5 NA NA NA 
99223 ..................... ........ Initial hospital care ....................... 171.77 180.33 5 NA NA NA 
99231 ..................... ........ Subsequent hospital care ............ 35.42 37.15 5 NA NA NA 
99232 ..................... ........ Subsequent hospital care ............ 63.22 66.72 6 NA NA NA 
99233 ..................... ........ Subsequent hospital care ............ 90.65 95.58 5 NA NA NA 
99236 ..................... ........ Observ/hosp same date .............. 200.34 207.38 4 NA NA NA 
99239 ..................... ........ Hospital discharge day ................ 92.93 96.30 4 NA NA NA 
99243 ..................... ........ Office consultation ....................... 92.93 97.38 5 122.26 124.79 2 
99244 ..................... ........ Office consultation ....................... 145.49 154.00 6 179.01 184.30 3 
99253 ..................... ........ Inpatient consultation ................... 108.55 114.69 6 NA NA NA 
99254 ..................... ........ Inpatient consultation ................... 156.54 165.55 6 NA NA NA 
99283 ..................... ........ Emergency dept visit ................... 59.03 61.31 4 NA NA NA 
99284 ..................... ........ Emergency dept visit ................... 108.93 114.33 5 NA NA NA 
99291 ..................... ........ Critical care, first hour ................. 204.15 212.07 4 250.99 253.91 1 
99292 ..................... ........ Critical care, addtl 30 min ........... 102.45 106.04 3 111.98 114.69 2 
99348 ..................... ........ Home visit, est patient ................. NA NA NA 76.17 79.35 4 
99350 ..................... ........ Home visit, est patient ................. NA NA NA 155.78 160.86 3 
G0008 .................... ........ Admin influenza virus vac ........... NA NA NA 20.57 20.92 2 

Table 50 illustrates, for selected 
commonly provided procedures, how 
the payment amounts are affected solely 
by the requirement in section 133(b) of 
the MIPPA that BN for the 5-Year 
Review of physician work be applied to 
the CF instead of through a separate 
work adjustor. While section 133(b) of 
the MIPPA does not increase or decrease 
expenditures in the aggregate for 
physician services, it will have a 
differential effect on services depending 
on the proportion of the PFS payment 
that is accounted for by work, PE, and 
malpractice. Physician work accounts 
for—on average across all PFS 
services—52.5 percent of total work 
RVUs. As BN for the 5-Year Review is 
being moved from the physician work 
RVUs only to the total payment, any 
service that has a higher than average 
proportion of its total payment 

accounted for by physician work will 
see its total payment increase solely as 
a result of section 133(b) of the MIPPA. 
Conversely, any service where 
physician work accounts for a lower 
than average proportion of its total 
payment, section 133(b) of the MIPPA 
will result in a reduction in payment. 
Thus, section 133(b) of the MIPPA 
results in a payment reduction of 5 
percent to CPT code 78565, Heart 
Image, 3d, Multiple, for the global 
service and 6 percent for the TC only. 
Physician work is 11 percent of the total 
RVU for the global and 0 percent of the 
TC of this service. These percentages are 
less than the 52.5 percent on average 
that is attributed to physician work and 
explains why payment for these services 
declines as a result of section 133(b) of 
the MIPPA. Similarly, the nonfacility 
amount for CPT code 99213 (Office/ 

outpatient visit, est) increases by 0.5 
percent because its work RVUs are a 
slightly higher proportion of its total 
payment (54 percent) than the 52.5 
percent average for all physician 
services while the facility amount 
increases even more because its work 
RVUs as a percent of total RVUs (74 
percent) are significantly higher than 
the proportion on average for all 
physician services. A hospital visit (CPT 
code 99223) and an emergency 
department visit (CPT code 99285) also 
show higher increases in payment (3 
and 4 percent respectively) due to 
section 133(b) of the MIPPA because 
physician work RVUs also account for a 
higher proportion of the total RVUs (76 
and 80 percent respectively) than the 
average for all physician services. 

TABLE 50—CY 2009 IMPACT OF PLACING BUDGET NEUTRALITY ADJUSTMENT ON THE CONVERSION FACTOR 
[Section 133(b) of the MIPPA] 

CPT/HCPCS Mod Description Facility or 
nonfacility 

Physician 
work as a 
% of total 

RVUs 

2009 BN on 
work RVU 

2009 BN 
on CF 

Percent 
change 

78465 .............. ........... Heart image (3d), multiple ......................... Nonfacility ..... 11 $509.48 $485.46 ¥5 
78465 .............. TC ..... Heart image (3d), multiple ......................... Nonfacility ..... 0 432.18 406.47 ¥6 
99213 .............. ........... Office/outpatient visit, est .......................... Nonfacility ..... 54 60.98 61.26 0.5 
99213 .............. ........... Office/outpatient visit, est .......................... Facility .......... 74 43.34 44.69 3 
99223 .............. ........... Initial hospital care .................................... Facility .......... 76 174.43 180.33 3 
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TABLE 50—CY 2009 IMPACT OF PLACING BUDGET NEUTRALITY ADJUSTMENT ON THE CONVERSION FACTOR—Continued 
[Section 133(b) of the MIPPA] 

CPT/HCPCS Mod Description Facility or 
nonfacility 

Physician 
work as a 
% of total 

RVUs 

2009 BN on 
work RVU 

2009 BN 
on CF 

Percent 
change 

99285 .............. ........... Emergency dept visit ................................. Facility .......... 80 163.99 170.60 4 

B. Telehealth 

In section II.D. of this final rule with 
comment period, we are creating HCPCS 
codes specific to the telehealth delivery 
of follow-up inpatient consultations. 
The new HCPCS codes will be limited 
to the range of services included in the 
scope of deleted CPT codes previously 
approved for telehealth, with the 
descriptions modified to limit the use of 
such services for telehealth. Utilization 
of these codes will allow us to provide 
payment for follow-up inpatient 
telehealth consultations, as well as 
enable us to monitor whether the codes 
are used appropriately. 

The total annual Medicare payment 
amount for telehealth services 
(including the originating site facility 
fee) is approximately $2 million. 
Previous additions to the list of 
Medicare telehealth services have not 
resulted in a significant increase in 
Medicare program expenditures. While 
we believe that the addition of follow- 
up inpatient telehealth consultation 
services to the approved telehealth 
service list will enable more 
beneficiaries access to these services, we 
do not anticipate that this change will 
have a significant budgetary impact on 
the Medicare program. 

C. Payment for Covered Outpatient 
Drugs and Biologicals 

1. ASP Issues 

The changes discussed in section 
II.F.1. of this final rule with comment 
period with respect to payment for 
covered outpatient drugs and 
biologicals, are estimated to have no 
impact on Medicare expenditures. 

2. CAP Issues 

In the CY 2009 PFS proposed rule, we 
proposed minor refinements for the 
CAP, specifically the annual CAP 
payment amount update mechanism, 
the definition of a CAP physician, 
easing the restriction on the 
transportation of CAP drugs between 
practice locations, and the dispute 
resolution process. After the publication 
of the CY 2009 PFS proposed rule, 
further CAP implementation for 2009 
was postponed. At this time, we are 
seeking feedback about the CAP from 

current and former CAP physicians, 
potential vendors, and other interested 
parties. We will assess the information 
and consider implementing changes to 
the CAP before proceeding with another 
bid solicitation. 

Our proposed refinements to the CAP 
are not being finalized in this rule. 
Therefore, there is no potential impact 
associated with CAP provisions in the 
CY 2009 PFS rule. 

D. Application of the HPSA Bonus 
Payment 

As discussed in section II.G. of this 
final rule with comment period, there 
are no program cost savings or increased 
expenditures associated with this 
change; however, we expect that the 
regulation will increase the number of 
physicians who receive the bonus 
automatically, while decreasing the 
number of physicians required to use a 
modifier in order to receive the 
payment. It will also provide assurance 
to physicians and eligible recipients, for 
example health care facilities that bill 
under the CAH II method in qualified 
areas, that they will receive the HPSA 
bonus payment throughout the calendar 
year. 

F. Provisions Related to Payment for 
Renal Dialysis Services Furnished by 
End-Stage Renal Disease (ESRD) 
Facilities 

The ESRD-related provisions are 
discussed in section II.H. of this final 
rule with comment period. To 
understand the impact of the changes 
affecting payments to different 
categories of ESRD facilities, it is 
necessary to compare estimated 
payments under the current year (CY 
2008 payments) to estimated payments 
under the revisions to the composite 
rate payment system (CY 2009 
payments) as discussed in section II.H. 
of this final rule with comment period. 
To estimate the impact among various 
classes of ESRD facilities, it is 
imperative that the estimates of current 
payments and payments contain similar 
inputs. Therefore, we simulated 
payments only for those ESRD facilities 
that we are able to calculate both 
current 2008 payments and 2009 
payments. 

ESRD providers were grouped into the 
categories based on characteristics 
provided in the Online Survey and 
Certification and Reporting (OSCAR) 
file and the most recent cost report data 
from the Healthcare Cost Report 
Information System (HCRIS). We also 
used the June 2008 update of CY 2007 
National Claims History file as a basis 
for Medicare dialysis treatments and 
separately billable drugs and 
biologicals. Due to data limitations, we 
are unable to estimate current and 
proposed payments for 96 of the 4954 
ESRD facilities that bill for ESRD 
dialysis treatments. 

Table 51 shows the impact of this 
year’s changes to CY 2009 payments to 
hospital-based and independent ESRD 
facilities. The first column of Table 51 
identifies the type of ESRD provider, the 
second column indicates the number of 
ESRD facilities for each type, and the 
third column indicates the number of 
dialysis treatments. 

The fourth column shows the effect of 
all changes to the ESRD wage index for 
CY 2009 as it affects the composite rate 
payments to ESRD facilities. The fourth 
column compares aggregate ESRD wage 
adjusted composite rate payments in the 
fourth year of the transition (CY 2009) 
to aggregate ESRD wage adjusted 
composite rate payments in the third 
year of the transition (CY 2008). In the 
fourth year of the transition (CY 2009), 
ESRD facilities receive 100 percent of 
the CBSA wage adjusted composite rate 
and 0 percent of the MSA wage adjusted 
composite rate. In the third year of the 
transition, ESRD facilities receive 75 
percent of the CBSA wage adjusted 
composite rate and 25 percent of the 
MSA wage adjusted composite rate. The 
overall effect to all ESRD providers in 
aggregate is zero because the CY 2009 
ESRD wage index has been multiplied 
by a BN adjustment factor to comply 
with the statutory requirement that any 
wage index revisions be done in a 
manner that results in the same 
aggregate amount of expenditures as 
would have been made without any 
changes in the wage index. The impacts 
are similar to those shown in the 
proposed rule. (See the CY 2009 PFS 
proposed rule (73 FR 38599) for a 
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breakout of the effects associated with 
the change in the wage index floor.) 

The fifth column shows the effect of 
the MIPPA provisions on hospital-based 
and independent ESRD facilities. 
Section 153(a) of the MIPPA updated 
section 1881(b)(12)(G) of the Act and 
revised payments to ESRD facilities. The 
revisions that are effective January 1, 
2009 include an update of 1 percent to 
the composite rate component of the 
payment system and the establishment 
of a site neutral composite rate to 
hospital-based and independent dialysis 
facilities. 

The sixth column shows the overall 
effect of the changes in the composite 
rate payments to ESRD providers 
excluding the drug add-on. This column 
shows the percent change between CY 
2009 and CY 2008 composite rate 
payments to ESRD facilities. The sixth 
column combines the effects of changes 
in the wage index (column 4) with the 
effect of the MIPPA provisions (column 

5). This column does not include the 
drug add-on to the composite rate. 

The seventh column shows the 
overall effect of the changes in 
composite rate payments to ESRD 
providers including the drug add-on. 
The overall effect is measured as the 
difference between the CY 2009 
payment with all changes as proposed 
in this rule and current CY 2008 
payment. This payment amount is 
computed by multiplying the wage 
adjusted composite rate with the drug 
add-on for each provider times the 
number of dialysis treatments from the 
CY 2007 claims. The CY 2009 payment 
is the transition year 4 wage-adjusted 
composite rate for each provider (with 
the 15.2 percent drug add-on) times 
dialysis treatments from CY 2007 
claims. The CY 2008 current payment is 
the transition year 3 wage-adjusted 
composite rate for each provider (with 
the current 15.2 percent drug add-on) 
times dialysis treatments from CY 2007 
claims. 

The overall impact to ESRD providers 
in aggregate is 0.4 percent. Most ESRD 
facilities will see an increase in 
payments as a result of the MIPPA 
provisions. However, the site neutral 
composite rate results in a 2.1 percent 
decrease in payments to hospital-based 
ESRD facilities. Since many hospital- 
based ESRD facilities are nonprofit, 
there is a 0.7 percent decrease in 
payments to all nonprofit ESRD 
facilities. 

While the MIPPA provision includes 
a 1 percent increase to the ESRD 
composite rate, this 1 percent increase 
does not apply to the drug add-on to the 
composite rate. For this reason, the 
impact of all changes in this final rule 
is a 0.4 percent increase for all ESRD 
providers. Overall, payments to 
independent ESRD facilities will 
increase by 0.7 percent and payments to 
hospital-based ESRD facilities will 
decrease 2.1 percent. 

TABLE 51—IMPACT OF CY 2009 CHANGES IN PAYMENTS TO HOSPITAL-BASED AND INDEPENDENT ESRD FACILITIES 
[Percent change in composite rate payments to ESRD facilities (both program and beneficiaries)] 

1 2 3 4 5 6 7 

Number of 
facilities 

Number of 
dialysis 

treatments 
(in millions) 

Effect of 
changes in 

wage 
index 1 

Effect of the 
MIPPA pro-

visions 
only 2 

Overall ef-
fect without 
drug add- 

on 3 

Overall ef-
fect includ-

ing drug 
add-on 4 

All Providers: .................................................................... 4,858 36.4 0.0 0.7 0.7 0.4 
Independent ..................................................................... 4,303 32.8 0.0 1.0 1.0 0.7 
Hospital Based ................................................................. 555 3.7 0.2 ¥2.1 ¥1.9 ¥2.1 
By Facility Size: 

Less than 5000 treatments ....................................... 1,732 5.0 ¥0.1 0.6 0.5 0.2 
5000 to 9999 treatments .......................................... 1,915 13.9 0.0 0.8 0.8 0.5 
Greater than 9999 treatments .................................. 1,211 17.6 0.0 0.6 0.6 0.4 

Type of Ownership: 
Profit .......................................................................... 3,932 29.8 0.0 1.0 0.9 0.7 
Nonprofit ................................................................... 926 6.6 0.2 ¥0.7 ¥0.5 ¥0.7 

By Geographic Location: 
Rural ......................................................................... 1,320 7.6 ¥0.5 0.6 0.1 ¥0.1 
Urban ........................................................................ 3,538 28.8 0.1 0.7 0.8 0.5 

By Region: 
New England ............................................................ 154 1.2 1.2 0.5 1.8 1.5 
Middle Atlantic .......................................................... 566 4.6 0.1 0.2 0.3 0.0 
East North Central .................................................... 768 5.8 ¥1.0 0.6 ¥0.4 ¥0.7 
West North Central ................................................... 372 2.0 0.0 0.3 0.3 0.0 
South Atlantic ............................................................ 1104 8.3 ¥0.1 0.8 0.8 0.5 
East South Central ................................................... 379 2.7 ¥1.0 0.9 0.0 ¥0.3 
West South Central .................................................. 667 5.2 ¥0.5 0.9 0.3 0.1 
Mountain ................................................................... 259 1.6 0.0 0.7 0.7 0.5 
Pacific ....................................................................... 555 4.6 2.2 0.8 3.0 2.7 
Puerto Rico & Virgin Islands .................................... 34 0.4 ¥4.6 0.8 ¥3.8 ¥4.1 

1 This column shows the overall effect of wage index changes on ESRD providers. Composite rate payments computed using the current wage 
index are compared to composite rate payments using the CY 2009 wage index changes. This column does not include the drug add-on to the 
composite rate. 

2 This column shows the effect of the MIPPA provisions which include a 1 percent increase to composite rate and elimination of separate com-
posite rate for hospital-based ESRD providers. These provisions are effective January 1, 2009. This column does not include the drug add-on to 
the composite rate. 

3 This column shows the percent change between CY 2009 and CY 2008 composite rate payments to ESRD facilities. This column does not 
include the drug add-on to the composite rate. 

4 This column shows the percent change between CY 2009 and CY 2008 composite rate payments to ESRD facilities. The CY 2009 payments 
include the CY 2009 wage adjusted composite rate, and the 15.2 percent drug add-on times treatments. The CY 2008 payments to ESRD facili-
ties includes the CY 2008 wage adjusted composite rate and the 15.5 percent drug add-on times treatments. 
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G. IDTF Issues 

We believe that the provisions 
regarding IDTFs as discussed in Section 
II.I. of this final rule with comment 
period will have minimal budgetary 
impact. We believe that the IDTF 
enrollment provisions contained in this 
rule are necessary and will help ensure 
that beneficiaries receive quality care by 
making certain that those entities 
providing mobile diagnostic testing 
services meet established performance 
standards and are enrolled in the 
Medicare program as IDTFs. We 
maintain that most of these mobile units 
providing diagnostic testing services are 
already enrolled as IDTFs as required in 
§ 410.33(g), however we have no way of 
determining how many of these units 
are providing mobile diagnostic testing 
services, yet are not enrolled. We do not 
believe that beneficiary access to IDTF 
services will be affected by these 
requiring mobile units providing 
diagnostic testing services to enroll in 
the Medicare program. 

H. Physician and Nonphysician 
Practitioner Enrollment Issues 

We believe that the provisions 
regarding physicians, NPPs, and 
physician and NPP organizations as 
discussed in section II.J. of this final 
rule with comment period will have 
minimal budgetary impact. The 
provisions of this final rule supplement, 
but do not replace or nullify, existing 
regulations concerning the issuance of 
physician and NPP billing privileges, 
and payment for Medicare covered 
items or services to eligible physicians 
and NPPs. We have already increased 
our efforts to seek more uniformity in 
the enrollment process. However, our 
experience clearly shows that the best 
means for preventing payment errors 
and, in worst cases, abuse by providers 
and suppliers, is to discourage and 
prevent their entry into the Medicare 
program. While some individuals and 
organizations may perceive our 
requirements as a barrier to their access 
to serving Medicare beneficiaries, we do 
not believe that bona fide physicians, 
NPP, or physician or NPP organizations 
will experience any difficulty in 
obtaining or maintaining Medicare 
billing privileges. 

We expect this final rule with 
comment period to ensure that the 
Medicare program has adequate 
information on those who seek to bill 
the program for items or services. The 
primary goal of this provision of the 
final rule with comment period, through 
standard enrollment requirements is to 
allow us to collect and maintain (keep 
current) a unique and equal data set on 

all current and future physicians, NPPs, 
and physician and NPP organizations 
that are billing or will bill the Medicare 
program for items or services furnished 
to Medicare beneficiaries. By achieving 
this goal, we will be better positioned to 
protect the Medicare Trust Funds and 
the Medicare beneficiaries. 

This rule will also allow us to 
develop, implement, and enforce 
national enrollment procedures to be 
administered uniformly by all Medicare 
contractors. Further, we believe that the 
enrollment provisions contained in this 
rule are necessary to ensure that 
beneficiaries receive quality care by 
making certain that the physicians, 
NPPs, and physician or NPP 
organizations providing care meet 
established standards and are enrolled 
in the Medicare program. 

As a result of currently not having 
quantifiable data, we cannot effectively 
derive an estimate of the monetary 
impacts of these provisions. 
Accordingly, we sought public comment 
so that the public may provide any data 
available that provides a calculable 
impact or any alternative to the 
proposed provision. However, no 
further data was presented by the public 
in order to provide a calculable impact. 
We adopted a modified enrollment 
policy after considering the alternatives 
that were suggested through the public 
comment period of the regulatory 
process which established the effective 
date of billing privileges for newly 
enrolling physicians, NPPs, and 
physician and NPP organizations. 

I. Amendment to the Exemption for 
Computer-Generated Facsimile 
Transmissions From the NCPDP SCRIPT 
Standard for Transmitting Prescription 
and Certain Prescription-Related 
Information for Part D-Covered Drugs 
Prescribed to Part D Eligible Individuals 

The amendment to the exemption for 
computer-generated facsimiles from the 
NCPDP SCRIPT Standard under the 
Medicare Part D e-prescribing 
provisions is discussed in section II.K. 
of this rule. E-prescribing Part D covered 
drugs to Part D eligible individuals is 
voluntary for providers and dispensers. 
The MMA only requires that if 
prescribers and dispensers choose to e- 
prescribe, that they use the standards 
adopted by the Secretary for those 
specific e-prescribing transactions. The 
amendment to the exemption for 
computer-generated faxing from the 
NCPDP SCRIPT standard only affects 
pharmacies that already conduct e- 
prescribing using products that generate 
facsimiles. 

This amendment of the exemption for 
computer-generated facsimiles to 

include prescription refill requests sent 
from dispensers to providers who do not 
possess the capability to conduct 
electronic refill request transactions 
using the NCPDP SCRIPT standard will 
not affect non-NCPDP SCRIPT enabled 
prescribers. Prescribers that currently e- 
prescribe using NCPDP SCRIPT would 
continue to receive refill requests 
electronically. Prescribers that currently 
e-prescribe with computer-generated 
faxes using a system that can utilize the 
NCPDP SCRIPT standard will simply 
turn that function on, and receive refill 
request transactions using the NCPDP 
SCRIPT standard in place of the 
computer-generated facsimiles that they 
used to receive. Prescribers that do not 
have the capacity to use NCPDP SCRIPT 
standard would continue to receive 
computer-generated facsimiles. 
Moreover, the amendment would not 
impose costs on dispensers, as they 
would be permitted to continue using 
computer-generated facsimiles with 
partners that cannot conduct electronic 
refill request transactions using the 
NCPDP SCRIPT standard. The 
amendment will have direct benefits for 
dispensers. One national drug store 
chain estimated that its stores generate 
150,000 non-EDI prescription refill 
requests each day. If the computer- 
generated facsimile exemption were not 
modified, these dispensers would have 
to revert to paper/phone calls in 
instances in which a provider is not able 
to accept electronic refill requests 
utilizing the NCPDP SCRIPT standard. 
One chain pharmacy has relayed that 
moving forward with the scheduled 
elimination of the computer-generated 
faxing exception to the NCPDP SCRIPT 
standard in all instances other than 
transmission failures and similar 
communication problems of temporary 
or transient nature would result in 
approximately 105,000 initial paper 
facsimiles and 45,000 initial phone 
calls/oral scripts per day. They also 
consider a 2 percent facsimile failure 
rate that translates into phone calls, or 
approximately 2,100 additional phone 
calls per day. Ten percent of all phone 
calls require a second call back, or 4,710 
call backs per day. Therefore, without 
further modification of computer- 
generated facsimiles exception, as of 
January 1, 2009 this national drug store 
chain would have to make a total of 
51,810 additional phone calls for 
prescription refill requests per day. 
They estimate the cost of reverting to 
paper facsimiles, including purchasing 
fax machines, labor, paper, printing, 
hardware, and service costs at over 
$12.5 million a year. They also estimate 
the cost per year of phone calls, 
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9 CVS/Caremark Discussion Points on E-Fax 
Ruling Exceptions, January 3, 2007. 

10 December 22, 2007 correspondence from 
Walgreen’s to CMS re: CMS–1385–FC, Final Rule 
with Comment Period: Amendment of the E- 
Prescribing Exemption for Computer-Generated 
Facsimile Transmissions. 

11 http://www.statehealthfacts.org. 
12 CMS, November 16, 2007 Proposed Rule, 72 FR 

64913. 

including an average of 4 minutes per 
call, labor, and telecommunication 
costs, at more than $78 million per year, 
for a total cost for faxes and phone calls 
of $88.8 million per year.9 

Another national drug store chain 
offered a similar analysis. They 
estimated that a prescription refill 
request undertaken by telephone takes 
1.43 minutes longer to complete than 
one initiated by computer-generated 
facsimile. Without further modification 
of the computer-generated facsimile 
exception, as of January 1, 2009 this 
national drug store chain would have to 
replace the more than 123 million 
computer-generated facsimile refill 
requests that are made each year with 
phone calls or paper faxes. They 
estimate that this would result in 9.2 
lost hours of staff time per store per 
week, resulting in $88 million in 
additional costs, based on a blended 
payroll rate of pharmacists and staff. 
Extrapolating this cost across the entire 
pharmacy industry based on this 
commenter’s market share, they 
estimated an impending pharmacy 
industry loss of at least $520 million 
unless the computer-generated facsimile 
exception is further modified.10 

According to industry reports in 2006 
approximately 3.309 billion 
prescriptions 11 were filled by retail 
dispensers, and according to CMS data, 
in 2006, approximately 825,000,000 Part 
D claims (prescription drug events) were 
finalized and accepted for payment,12 or 
approximately 25 percent of the total 
prescriptions filled that year. Thus, 
$130 million of the $520 million total 
loss estimated above would be 
attributable to Medicare Part D claims. 
We invite comments on these savings 
and loss assumptions estimates and 
assumptions. 

We also assume that expanding the 
computer-generated facsimile exception 
to allow for computer-generated faxing 
in instances in which the provider is 
incapable of receiving electronic refill 
request transactions using the NCPDP 
SCRIPT standard would result in 
improved patient satisfaction through 
timely prescription refill request 
authorizations from prescribers and 
maintenance of existing workflows at 
both the prescriber and dispenser ends. 

Our decision to retain the exemption 
for computer-generated facsimiles in all 
instances other than temporary/ 
transient transmission failures will have 
a positive impact on the industry 
overall, including small pharmacies and 
prescribers who are early adopters of e- 
prescribing and who may still depend 
on the use of computer-generated 
facsimiles to communicate. In the CY 
2009 PFS proposed rule (73 FR 38601), 
we discussed the estimated losses that 
could result if we moved forward with 
the elimination of the computer- 
generated faxing exemption to the 
NCPDP SCRIPT standard in all 
instances other than temporary/ 
transient transmission failures. We 
stated that two national chain 
pharmacies said the proposed 
elimination of the computer-generated 
faxing exemption would result in a loss 
to each chain of approximately $88 
million in labor, lost productivity and 
telecommunications costs. If this cost 
was extrapolated across the entire 
pharmacy industry, industry estimated 
an impending pharmacy industry loss of 
at least $520 million a year. As 
Medicare Part D claims account for 
approximately 25 percent of the total 
prescriptions filled annually, we 
estimated that $130 million of that $520 
loss would be attributable to Medicare 
Part D claims. We also considered other 
alternatives, including eliminating the 
exemption for computer-generated 
facsimiles in all instances, with an 
effective date of January 1, 2009, as 
detailed in the final rule with comment 
at 72 FR 66396; and eliminating the 
exemption for computer-generated 
facsimiles in all instances except for the 
prescription refill request transaction 
and in instances of temporary/transient 
transmission failures. As we discussed 
previously in this final rule, we decided 
against imposing either of those 
alternatives in light of the advantage of 
the momentum that will be built by the 
e-prescribing incentive program under 
MIPPA, and affording the industry an 
additional 3 years from the effective 
date of this final rule to move toward 
true e-prescribing. 

J. CORF Issues 
The revisions to the CORF regulations 

discussed in section II.L. of this final 
rule with comment period updates the 
regulations for consistency with the PFS 
payment rules and make additional 
changes to the conditions of 
participation to reflect industry 
standards. These revisions will help to 
clarify payment and operational 
requirements for CORF services and are 
expected to have minimal impact on 
Medicare expenditures. 

K. Therapy Issues 

The revisions to the therapy 
regulations discussed in section II.M. of 
this final rule with comment period 
make technical corrections and update 
the regulations and are expected to have 
minimal impact on Medicare 
expenditures. 

L. Physician Self-Referral Provisions 

We anticipate that the provisions in 
section II.N. of this final rule with 
comment period concerning the anti- 
markup provisions in § 414.50 will 
result in savings to the program by 
reducing overutilization and anti- 
competitive business arrangements. We 
cannot gauge with any certainty the 
extent of these savings to the Medicare 
program. 

M1. Physician Quality Reporting 
Initiative (PQRI) 

As discussed section II.O1. of this 
final rule with comment period, the 
final 2009 PQRI measures satisfy the 
requirement of section 1848(k)(2)(B)(iii) 
of the Act that the Secretary publish in 
the Federal Register by November 15, 
2008 a final set of quality measures that 
the Secretary determines would be 
appropriate for eligible professionals to 
use to submit data to the Secretary in 
2009. As discussed in section II.O1. of 
this final rule with comment period, we 
are also offering options in 2009 for 
reporting some of the 2009 PQRI 
measures via submission of data to a 
clinical registry and options for 
reporting on measures groups rather 
than individual measures. 

Although there may be some cost 
incurred for maintaining the measures 
used in the PQRI and their associated 
code sets, and for expanding an existing 
clinical data warehouse to accommodate 
registry-based data submission for the 
PQRI, we do not anticipate a significant 
cost impact on the Medicare program. 

Participation in the PQRI by eligible 
professionals is voluntary and eligible 
professionals may have different 
processes for integrating the PQRI into 
their practices’ work flows. Therefore, it 
is not possible to estimate with any 
degree of accuracy the impact of the 
PQRI on providers. One factor that 
influences the cost to eligible 
professionals is the time and effort 
associated with eligible professionals 
identifying applicable PQRI quality 
measures for which they can report the 
necessary information. We have no way 
to accurately quantify the burden 
because it would vary with each eligible 
professional by the number of measures 
applicable to the eligible professional, 
the eligible professional’s familiarity 
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and understanding of the PQRI, and 
experience with participating in the 
PQRI. In addition, eligible professionals 
may employ different methods for 
incorporating the use of quality data 
codes into the office work flows. 
Therefore, we will assign 3 hours as the 
amount of time needed for eligible 
professionals to review the PQRI quality 
measures, identify the applicable 
measures for which they can report the 
necessary information, and incorporate 
the use of quality data codes into the 
office work flows. Information from the 
Physician Voluntary Reporting Program 
(PVRP) indicated an average labor cost 
of approximately $50 per hour. Thus, 
we estimate the cost for an eligible 
professional to review the PQRI quality 
measures, identify the applicable 
measures for which they can report the 
necessary information, and incorporate 
the use of quality data codes into the 
office work flows to be approximately 
$150 per eligible professional ($50 per 
hour × 3 hours). 

For claims-based PQRI reporting, one 
factor in the cost to eligible 
professionals is the time and effort 
associated with gathering the required 
information, selecting the appropriate 
quality data codes, and including the 
appropriate quality data codes on the 
claims an eligible professional submits 
for payment. Information from the 
PVRP, estimates the cost to physicians 
to perform all the steps necessary to 
report 1 quality measure ranges from 
$0.21 in labor time to about $10.06 in 
labor time for more complicated cases 
and/or measures. For the median 
practice, the cost was about $0.90 in 
labor time per measure. Eligible 
professionals are generally required to 
report at least 3 measures to 
satisfactorily report PQRI quality 
measures data. Therefore, for purposes 
of this impact analysis we will assume 
that eligible professionals participating 
in the 2009 PQRI will report an average 
of 3 measures each. 

The cost of implementing claims- 
based reporting of PQRI quality 
measures data also varies with the 
volume of claims on which quality data 
is reported. Preliminary results from the 
2007 PQRI indicate that eligible 
professionals reported on 1 to 3,331 
eligible instances per measure. For all 
2007 PQRI measures, the median 
number of eligible instances reported on 
per measure was less than 60. On 
average, the median number of eligible 
instances reported on per measure was 
about 9. Therefore, for this analysis, we 
estimate that for each measure, an 
eligible professional reports the quality 
data on 9 cases. 

Thus, we estimate the cost to each 
eligible professional associated with 
claims-based reporting of PQRI quality 
data codes to range from $155.67 [($0.21 
per measure × 3 measures × 9 cases per 
measure) + $150] to $421.62 [($10.06 
per measure × 3 measure × 9 cases per 
measure) + $150]. 

M2. Electronic Prescribing 
(E-Prescribing) Incentive Program 

Section II.O2. of this final rule with 
comment period describes a new 
incentive program for eligible 
professionals who are considered 
successful electronic prescribers. To be 
considered a successful electronic 
prescriber, an eligible professional must 
report on the e-prescribing measure 
identified in section II.O2. of this final 
rule with comment period. 

We anticipate that the cost impact of 
the E-Prescribing Incentive Program on 
the Medicare program would be 
minimal since the program consists of 
only 1 quality measure. 

Participation in the E-Prescribing 
Incentive Program by eligible 
professionals is voluntary and eligible 
professionals may have different 
processes for integrating the E- 
Prescribing Incentive Program into their 
practices’ work flows. Therefore, it is 
not possible to estimate with any degree 
of accuracy the impact of the E- 
Prescribing Incentive Program on 
eligible professionals. Similar to claims- 
based reporting for the PQRI, one factor 
in the cost to eligible professionals is 
the time and effort associated with 
eligible professionals determining 
whether the quality measure is 
applicable to them, gathering the 
required information, selecting the 
appropriate quality data codes, and 
including the appropriate quality data 
codes on the claims they submit for 
payment. Since the E-Prescribing 
Incentive Program consists of only 1 
quality measure, we will assign 1 hour 
as the amount of time needed for 
eligible professionals to review the e- 
prescribing measure and incorporate the 
use of quality data codes into the office 
work flows. At an average cost of 
approximately $50 per hour, we 
estimate the total cost to eligible 
professionals for reviewing the e- 
prescribing measure and incorporating 
the use of quality data codes into the 
office work flows to be approximately 
$50 ($50 per hour × 1 hour). 

Another factor in the cost to eligible 
professionals is the time and effort 
associated with gathering the required 
information, selecting the appropriate 
quality data codes, and including the 
appropriate quality data codes on the 
claims an eligible professional submits 

for payment. Information from the 
PVRP, estimates the cost to physicians 
to perform all the steps necessary to 
report 1 quality measure ranges from 
$0.21 in labor time to about $10.06 in 
labor time for more complicated cases 
and/or measures. For the median 
practice, the cost was about $0.90 in 
labor time per measure. Therefore, we 
estimate the costs to eligible 
professionals to perform all the steps 
necessary to report the e-prescribing 
measure on a claim to be approximately 
$0.90. 

The cost for this requirement will also 
vary along with the volume of claims on 
which quality data is reported. Based on 
preliminary results from the 2007 PQRI 
described above and the fact that the 
measure’s denominator consists of only 
billing codes for professional services, 
we estimate that each eligible 
professional reports the quality data on 
60 cases for the e-prescribing measure. 

Thus, we estimate the cost to each 
eligible professional associated with 
claims-based reporting of the e- 
prescribing measure to be $104[($0.90 
per measure × 1 measures × 60 cases per 
measure) + $50]. 

In addition, the e-prescribing measure 
requires eligible professionals to have 
and use a ‘‘qualified’’ e-prescribing 
system. There are currently many 
commercial packages available for e- 
prescribing. One study indicated that a 
mid-range complete electronic medical 
record costs $2500 per license with an 
annual fee of $90 per license for 
quarterly updates of the drug database 
after setup costs while a standalone 
prescribing, messaging, and problem list 
system costs $1200 per physician per 
year after setup costs. Hardware costs 
and setup fees substantially add to the 
final cost of any software package. 
(Corley, S.T. (2003). ‘‘Electronic 
prescribing: a review of costs and 
benefits.’’ Topics in Health Information 
Management 24(1): 29–38.). The cost to 
an eligible professional of obtaining and 
utilizing an e-prescribing system varies 
not only by the commercial software 
package selected but also by the level at 
which the professional currently 
employs information technology in his 
or her practice and the level of training 
needed. 

N. Educational Requirements for Nurse 
Practitioners and Clinical Nurse 
Specialists 

We anticipate that there are no 
program cost savings or increased 
expenditures associated with the 
changes discussed in section II.Q. of this 
final rule with comment period. 
However, we expect that the technical 
correction to the NP qualifications will 
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make the regulations comport with the 
agency’s intent to require a master’s 
degree in nursing as the minimum 
educational level for new NPs 
independently treating beneficiaries and 
directly billing the Medicare program. 
Also, the changes to the NP and CNS 
educational requirement to include the 
DNP doctoral degree will help to 
eliminate any concern or confusion for 
contractors and the nursing industry 
about whether APNs with doctoral 
degrees in nursing (but without a 
master’s degree in nursing) meet our 
program qualifications. 

O. Portable X-ray Personnel 
Qualifications 

We anticipate that there are no 
program cost savings or increased 
expenditures associated with the 
changes discussed in section II.R. of this 
final rule with comment period; 
however, we expect that the revisions to 
the regulations will have a positive 
impact on patient care. 

P. Prohibition Concerning Payment of 
Continuous Positive Airway Pressure 
(CPAP) Devices 

The provisions discussed in section 
II.S.2 of this final rule with comment 
period will reduce Medicare Trust Fund 
vulnerability to fraud and abuse and 
protect Medicare Beneficiaries from the 
burden of unnecessary sleep testing and 
unnecessary exposure to a medical 
device. This prohibition will have no 
effect on providers as the majority of 
providers are not DMEPOS suppliers 
who would by supplying CPAP devices. 
Only providers or other entities that 
perform both unattended out-of-facility 
sleep testing and supply CPAP 
machines to beneficiaries they have 
tested will be impacted which we 
believe would be very few, if any. For 
the reasons listed above, this final will 
have no impact on DMEPOS suppliers 
because most suppliers only supply the 
CPAP machines; they do not evaluate 
patients, order sleep tests, nor do they 
interpret them. 

Q. Beneficiary Signature Requirements 
for Nonemergency Ambulance Services 

We believe that our proposal in 
section II.S.3. of this final rule with 
comment period for allowing the 

ambulance provider or supplier to sign 
the claim on behalf of the beneficiary 
with respect to nonemergency transport 
services, provided that certain 
conditions are satisfied, will have no 
budgetary impact. 

R. Revision to the ‘‘Appeals of CMS or 
CMS Contractor Determinations When a 
Provider or Supplier Fails to Meet the 
Requirements for Medicare Billing 
Privileges’’ Final Rule 

We expect that the provision in 
section II.S.5. of this final rule with 
comment period will have an impact on 
an unknown number of persons and 
entities; however, we believe that this 
provision will impact only a small 
number of suppliers whose billing 
privileges are revoked due to Federal 
debarment or exclusion, felony 
convictions, license suspensions or 
revocation, or because the supplier is no 
longer operating at a practice location 
provided to Medicare. We also believe 
that while this provision changes the 
effective date of revocation for certain 
suppliers that are no longer in 
compliance with Medicare enrollment 
requirements, this provision does not 
expand or change our revocation 
authority. 

As a result of not having quantifiable 
data for the suppliers that meet the 
criteria for immediate revocation, we 
cannot effectively derive an estimate of 
the monetary impacts of this provision. 
Accordingly, we sought public comment 
so that the public may provide any data 
available that provides a calculable 
impact or any alternative to the 
proposed provision. However, no 
further data was presented by the public 
in order to provide a calculable impact. 

S. MIPPA Provisions 

1. Section 101: Improvements to 
Coverage of Preventive Services 

a. Section 101(a) Coverage of Additional 
Preventive Services 

As discussed earlier in the preamble, 
section 101(a) of the MIPPA provides 
the Secretary with the authority to add 
coverage of ‘‘Additional Preventive 
Services’’ and specifies the process and 
the criteria that are to be used in follow- 
up determinations regarding the 
coverage of such services under the Part 

B Program. As provided in the law, this 
new coverage allows payment for 
‘‘additional preventive services’’ not 
otherwise described in Title XVIII of the 
Act, if the Secretary determines through 
the national coverage determination 
(NCD) process that the new services 
meet statutory requirements for 
coverage. We estimate that the new 
authority to review and add coverage of 
additional preventive services, if 
appropriate, will result in an increase in 
Medicare payments in the next couple 
of years to physician and other 
providers for such services. However, 
based on our experience in adding 
coverage of other preventive services 
(for example, the tobacco cessation 
benefit) we do not expect that the 
amount of the increase will be more 
than a modest amount. Since MIPPA 
refers to the evidence-based preventive 
services recommended by the USPSTF, 
costs would be aligned with the most 
effective screenings, and would avoid 
use of resources for those services that 
are not based on available evidence of 
effectiveness, thus reducing wasted 
resources. 

b. Section 101(b)—Revisions to Initial 
Preventive Physical Examination (IPPE) 

Section 101(b) of the MIPPA expands 
the eligibility period for beneficiaries 
using the initial preventive physical 
examination (IPPE) from 6 to 12 months, 
waives the Part B deductible, and makes 
several other changes to the benefit such 
as adding the measurement of the body 
mass index (BMI) and end-of-life 
planning to the list of required services. 
We estimate that the expansion of these 
Medicare Preventive services and the 
waiver of the Part B deductible 
requirement may increase the number of 
covered services that are performed in 
the next several years. As a result, we 
expect the amendment may result in a 
small but modest increase in payments 
to physicians and other qualified 
practitioners who provide these 
examinations and for any medically 
necessary follow-up (tests, counseling or 
treatment) that occur as a result of the 
initial preventive physical examination 
as beneficiaries increase their use of the 
benefit. The estimated financial impact 
is shown in Table 52. 

TABLE 52—MEDICARE COST ESTIMATES FOR SECTION 101(b) OF THE MIPPA 
[In millions] 

MIPPA CY 2009 CY 2010 CY 2011 CY 2012 CY 2013 

Section 101(b) ......................................................................................... $5 $5 $5 $5 $5 
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2. Section 131: Physician Payment, 
Efficiency, and Quality Improvements; 
and Section 132: Incentives for 
Electronic Prescribing 

A discussion of the impact of these 
MIPPA provisons is addressed earlier in 
this section in conjunction with the 
other PQRI provisions being 
implemented (see section XV.M. of this 
final rule with comment period). 

3. Section 131(c): Physician Resource 
Use Feedback Program 

Section 131(c) of the MIPPA amends 
section 1848 of the Act by adding 
subsection (n), which requires the 
Secretary to establish and implement by 
January 1, 2009, a Physician Feedback 
Program using Medicare claims data and 
other data to provide confidential 
feedback reports to physicians (and as 
determined appropriate by the 
Secretary, to groups of physicians) that 
measure the resources involved in 
furnishing care to Medicare 
beneficiaries. If determined appropriate 
by the Secretary, the Secretary may also 
include information on quality of care 
furnished to Medicare beneficiaries by 
the physician (or group of physicians) in 
the reports. We anticipate the impact of 
this section to be negligible for the work 
completed in the phased pilot physician 
feedback program to date. 

4. Section 133(b): Expanding Access to 
Primary Care Services (BN Adjustment) 

The impact of this MIPPA provision 
is addressed in section VII. and 
previously in this section (XVI.A.) as 
part of the RVU impact discussion. 

5. Section 134: Extension of Floor on 
Medicare Work Geographic Adjustment 
Under the Medicare PFS 

As discussed in section III.F. of this 
preamble, section 134 of the MIPPA of 
2008 extended the 1.000 work GPCI 
floor from July 1, 2008, through 
December 31, 2009. Additionally, the 
MIPPA sets a permanent 1.500 work 
GPCI floor in Alaska, beginning January 
1, 2009. As a result of this MIPPA 
provision, 55 (out of 89) PFS localities 
will receive an increase in their work 
GPCI. Alaska receives the largest 
increase (+47.49 percent), followed by 
Puerto Rico (+10.62 percent), South 
Dakota (+6.16 percent), North Dakota 
(+5.60 percent) and the Missouri ‘‘rest of 
state’’ locality (+5.37 percent). The 
estimated impact for this provision is 
$400 million for CY 2009. 

6. Section 136: Extension of Treatment 
of Certain 

We do not have specific information 
on the number of independent 
laboratories that would be affected by 

section 136 of the MIPPA. We think that 
most, if not, all independent 
laboratories have some exposure to this 
billing practice. The estimated CY 2009 
incurred benefit impact of the extension 
of this practice is $80 million. 

7. Section 141: Extension of Exceptions 
Process for Medicare Therapy Caps 

Section 141 of the MIPPA extends the 
exceptions process for therapy caps 
from July 1, 2008, through December 31, 
2009. The estimated impact of this 
provision for CY 2009 is $1.69 billion. 

8. Section 143: Speech-Language 
Pathology Services 

Amendments made by section 143 of 
the MIPPA provide the authority to 
enroll speech-language pathologists as 
suppliers of Medicare services and for 
speech-language pathologists to begin 
billing Medicare for outpatient speech 
language pathology services furnished 
in private practice beginning July 1, 
2009. The enrollment of speech 
language pathologists to provide 
services in outpatient settings is 
expected to have a minimal impact on 
Medicare expenditures. 

9. Section 144(b): Repeal of Transfer of 
Title for Oxygen Equipment 

The revisions pertaining to oxygen 
and oxygen equipment in section III.J. of 
this final rule with comment period 
reflect changes made by the MIPPA. 
Prior to the MIPPA, section 
1834(a)(5)(F) of the Act limited monthly 
payments to suppliers furnishing 
oxygen equipment to 36 months of 
continuous use. At the end of this 36- 
month period, suppliers were required 
to transfer title to oxygen equipment 
rented on or after January 1, 2006 to the 
beneficiary. Section 144(b) of the 
MIPPA repealed the transfer of title 
provision. In its place, section 144(b) 
establishes a 36-month rental cap and 
amends section 1834(a)(5)(F) of the Act 
by adding additional payment rules 
discussed previously in this preamble. 

These changes may provide an 
economic benefit to suppliers because 
they will now retain ownership of 
oxygen equipment after 36 months of 
rental payments. If a beneficiary stops 
needing oxygen after the 36-month 
rental cap but before the end of the 
reasonable useful lifetime of the 
equipment (currently 5 years), the 
supplier will be able to retrieve the 
equipment and rent it to another 
Medicare beneficiary or other customer 
and receive additional rental payments 
for the remainder of the equipment’s 
reasonable useful lifetime. It is difficult 
to estimate the impact of this change, 
but we believe the impact will be 

minimal and, therefore, do not believe 
it will be economically significant. 

In addition, our regulations 
implementing MIPPA may provide a 
slight financial benefit to Medicare 
because we have determined that at this 
time it is not reasonable and necessary 
to make payments for non-routine 
maintenance and servicing (including 
repair) of supplier-owned oxygen 
equipment. We understand that oxygen 
equipment is very durable and should 
need few repairs in the first 5 years. Any 
costs suppliers may incur in repairs 
would be offset by the gains they 
achieve through retaining ownership of 
the equipment. Taken together, we 
expect these changes to have a minimal 
impact on Medicare expenditures. 

10. Section 145: Clinical Laboratory 
Tests 

Section 145 of the MIPPA reduces the 
Clinical Laboratory Fee Schedule 
update by 0.5 percentage points for each 
year, CY 2009 through CY 2013, and is 
estimated to result in an incurred 
benefit savings of $40 million. 

11. Section 146: Improved Access to 
Ambulance Services 

Section 146 of the MIPPA makes 
certain changes to Medicare payment for 
ambulance services. Specifically, this 
section: Increases the payment rate 
under the Ambulance fee schedule by 2 
percent or 3 percent for ground 
ambulance trips in urban and rural 
areas, respectively furnished during the 
period July 1, 2008 through December 
31, 2009; and, for air ambulance 
services furnished during the period 
beginning on July 1, 2008, and ending 
on December 31, 2009, any area that was 
designated as a rural area for purposes 
of making payments under such section 
for air ambulance services furnished on 
December 31, 2006, shall be treated as 
a rural area for purposes of making 
payments for ambulance services 
furnished during such period. This 
section is estimated to increase 
Medicare expenditures by $20 million 
for CY 2009. 

12. Section 149: Adding Certain Entities 
as Originating Sites for Payment of 
Telehealth Services 

This provision will increase access to 
telehealth services through the new 
authority for certain facilities to serve as 
originating sites and is expected to have 
a negligible budgetary impact on 
Medicare expenditures. 

13. Section 153: Renal Dialysis 
Provisions 

A discussion of the impact of section 
153 of the MIPPA is addressed in 
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section XV.F. of this regulatory impact 
analysis in conjunction with the other 
ESRD provisions of this rule. 

T. Competitive Acquisition for Certain 
Durable Medical Equipment, 
Prosthetics, Orthotics, and Supplies 
(DMEPOS) 

1. Low Vision Aids 

We have determined that there will be 
no impact on Medicare beneficiaries, 
medical equipment industry, or the 
Medicare program. This final rule with 
comment period clarifies a longstanding 
Medicare practice of not covering low 
vision aids. 

2. Therapeutic Shoes Fee Schedule 

The revisions to the therapeutic shoes 
regulations discussed in section XI.B. of 
this final rule are expected to have no 
impact on Medicare expenditures. This 
final rule with comment period merely 
codifies in regulations our current 
practice of paying for therapeutic shoes 
on a fee schedule basis. 

U. Alternatives Considered 

This final rule with comment period 
contains a range of policies, including 
some provisions related to specific 
MMA provisions. The preamble 
provides descriptions of the statutory 
provisions that are addressed, identifies 
those policies when discretion has been 
exercised, responds to comments on our 
proposals, presents rationale for our 
decisions and, where relevant, 
alternatives that were considered. For a 
discussion of the sections that could 
impact small entities see the following 
sections: II.A.2. PE Proposals for CY 
2009; II.B. GPCIs: Locality Discussion; 
II.D. Medicare Telehealth Services; II.E. 
Specific Coding Issues related to PFS; 
II.F. Part B Drug Payment; II.G. 
Application of the HPSA Bonus 
Payment; II.H. Provisions Related to 
Payment for Renal Dialysis Services 
Furnished by ESRD Facilities; II.I. IDTF 
Issues; II.J. Physician and NPP 
Enrollment Issues; II.K. Amendment to 
the Exemption for Computer-Generated 
Facsimile Transmission from the 
NCPDP SCRIPT Standard for 
Transmitting Prescription and Certain 
Prescription-Related Information for 
Part D Covered Drugs Prescribed for Part 
D Eligible Individuals; II.L. CORF and 
Rehabilitation Agency Issues; II.N. 

Physician Self-Referral and Anti- 
Markup Issues; II.O1. Physician Quality 
Reporting Initiative and O2. Electronic 
Prescribing (E-Prescribing) Incentive 
Program; II.Q. Educational 
Requirements for Nurse Practitioners 
and Clinical Nurse Specialists; II.R. 
Portable X-Ray Issue; II.S.2. Prohibition 
Concerning Payment of Continuous 
Positive Airway Pressure (CPAP) 
Devices; II.S.3. Beneficiary Signature for 
Nonemergency Ambulance Transport 
Services; II.S 5. Revision to the 
‘‘Appeals of CMS or CMS contractor 
Determinations When a Provider or 
Supplier Fails to Meet the Requirements 
for Medicare Billing Privileges’’ Final 
Rule; II.S.6. Physician Resource Use 
Feedback Program; II.T. Electronic 
Prescribing (E–Prescribing) Incentive 
Program; III.A. Section 101: 
Improvements to Coverage of Preventive 
Services: III.I. Section 143: Speech- 
Language Pathology Services; III.J. 
Section 144(b): Repeal of Transfer of 
Title for Oxygen Equipment; III.M. 
Section 149: Adding Certain Entities as 
Originating Sites for Payment of 
Telehealth Services; IV. Potentially 
Misvalued Codes Under PFS; V.E. 
Discussion of Codes and AMA RUC 
Recommendations for Which There Was 
No AMA RUC recommendation or for 
Which the Recommendation Was Not 
Accepted; V.G. Additional Coding 
Issues; and V.H. Establishment of 
Interim PE RVUs for New and Revised 
Physician’s Current Procedural 
Terminology (CPT) Codes and New 
Healthcare Common Procedure Coding 
System (HCPCS) Codes for 2009. 

V. Impact on Beneficiaries 

There are a number of changes made 
in this final rule with comment period 
that would have an effect on 
beneficiaries. In general, we believe 
these changes, including the 
refinements of the PQRI with its focus 
on measuring, submitting, and 
analyzing quality data, the MIPPA 
provisions related to the IPPE, and the 
changes with respect to telehealth 
services will have a positive impact and 
improve the quality and value of care 
provided to Medicare beneficiaries. 

We do not believe that beneficiaries 
will experience drug access issues as a 
result of the changes with respect to Part 
B drugs and discontinuation of payment 

for preadministration services 
associated with IVIG. 

As explained in more detail 
subsequently in this section, the 
regulatory provisions may affect 
beneficiary liability in some cases. Most 
changes aggregate in beneficiary liability 
due to a particular provision would be 
a function of the coinsurance (20 
percent if applicable for the particular 
provision after the beneficiary has met 
the deductible). Beneficiary liability 
would also be impacted by the effect of 
the aggregate cost (savings) of the 
provision on the standard calculation of 
the Medicare Part B premium rate 
(generally 25 percent of the provision’s 
cost or savings). In 2009, total cost 
sharing (coinsurance and deductible) 
per Part B enrollee associated with PFS 
services is estimated to be $468. In 
addition, the portion of the 2009 
standard monthly Part B premium 
attributable to PFS services is estimated 
to be $40.10. 

To illustrate this point, as shown in 
Table 47, the 2008 national payment 
amount in the nonfacility setting for 
CPT code 99203 (Office/outpatient visit, 
new), is $91.03 which means that in 
2008 a beneficiary is responsible for 20 
percent of this amount, or $18. Based on 
this rule, the 2009 national payment 
amount in the nonfacility setting for 
CPT code 99203, as shown in Table 47, 
is $91.97 which means that, in 2009, the 
beneficiary coinsurance for this service 
would be $18.39. 

Policies discussed in this rule that do 
affect overall spending, such as the 
additions to the list of codes that are 
subject to the MPPR for diagnostic 
imaging, would similarly impact 
beneficiaries’ coinsurance. 

W. Accounting Statement 

As required by OMB Circular A–4 
(available at http://www.whitehouse.
gov/omb/circulars/a004/a-4.pdf), in 
Table 53, we have prepared an 
accounting statement showing the 
classification of the expenditures 
associated with this final rule with 
comment period. This estimate includes 
the incurred benefit impact associated 
with the estimated CY 2009 PFS update 
based on the 2008 Trustees Report 
baseline, as well as certain MIPPA 
provisions. All estimated impacts are 
classified as transfers. 

TABLE 53—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED EXPENDITURES FROM CY 2008 TO CY 2009 

Category Transfers 

Annualized Monetized Transfers .... Estimated increase in expenditures of $3.00 billion. 
From Whom To Whom? ................. Federal Government to physicians, other practitioners and providers and suppliers who receive payment 

under Medicare. 
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In accordance with the provisions of 
Executive Order 12866, this final rule 
with comment period was reviewed by 
the Office of Management and Budget. 

List of Subjects 

42 CFR Part 405 

Administrative practice and 
procedure, Health facilities, Health 
professions, Kidney diseases, Medical 
devices, Medicare, Reporting and 
recordkeeping requirements, Rural 
areas, X-rays. 

42 CFR Part 409 

Health facilities, Medicare. 

42 CFR Part 410 

Health facilities, Health professions, 
Kidney diseases, Laboratories, 
Medicare, Reporting and recordkeeping 
requirements, Rural areas, X-rays. 

42 CFR Part 411 

Kidney diseases, Medicare, Physician 
Referral, Reporting and recordkeeping 
requirements. 

42 CFR Part 413 

Health facilities, Kidney diseases, 
Medicare, Reporting and recordkeeping 
requirements. 

42 CFR Part 414 

Administrative practice and 
procedure, Health facilities, Health 
professions, Kidney diseases, Medicare, 
Reporting and recordkeeping. 

42 CFR Part 415 

Health facilities, Health professions, 
Medicare, Reporting and recordkeeping 
requirements. 

42 CFR Part 423 

Administrative practice and 
procedure, Emergency medical services, 
Health facilities, Health maintenance 
organizations (HMO), Health 
professionals, Medicare, Penalties, 
Privacy, Reporting and recordkeeping 
requirements. 

42 CFR Part 424 

Emergency medical services, Health 
facilities, Health professions, Medicare, 
Reporting and recordkeeping 
requirements. 

42 CFR Part 485 

Grant programs—health, Health 
facilities, Medicaid, Medicare, 
Reporting and recordkeeping 
requirements. 

42 CFR Part 486 

Grant programs—health, Health 
facilities, Medicare, Reporting and 
recordkeeping requirements, X-rays. 

42 CFR Part 489 

Health facilities, Medicare, Reporting 
and recordkeeping requirements. 

■ For the reasons set forth in the 
preamble, the Centers for Medicare & 
Medicaid Services amends 42 CFR 
chapter IV as set forth below: 

PART 405—FEDERAL HEALTH 
INSURANCE FOR THE AGED AND 
DISABLED 

■ 1. The authority citation for part 405 
continues to read as follows: 

Authority: Secs. 1102, 1861, 1862(a), 1871, 
1874, 1881, and 1886(k) of the Social 
Security Act (42 U.S.C. 1302, 1395x, 
1395y(a), 1395hh, 1395kk, 1395rr and 
1395ww(k)), and sec. 353 of the Public 
Health Service Act (42 U.S.C. 263a). 

Subpart H—Appeals Under the 
Medicare Part B Program 

■ 2. Section 405.874 as is amended by 
revising paragraph (b)(2) to read as 
follows: 

§ 405.874 Appeals of CMS or a CMS 
contractor. 

* * * * * 
(b) * * * 
(2) Effective date of revocation. The 

revocation of a provider’s or supplier’s 
billing privileges is effective 30 days 
after CMS or the CMS contractor mails 
notice of its determination to the 
provider or supplier, except if the 
revocation is based on a Federal 
exclusion or debarment, felony 
conviction, license suspension or 
revocation, or the practice location is 
determined by CMS or its contractor not 
to be operational. When a revocation is 
based on a Federal exclusion or 
debarment, felony conviction, license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational, the 
revocation is effective with the date of 
exclusion or debarment, felony 
conviction, license suspension or 
revocation or the date that CMS or its 
contractor determined that the provider 
or supplier was no longer operational. 
* * * * * 

PART 409—HOSPITAL INSURANCE 
BENEFITS 

■ 3. The authority citation for part 409 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

Subpart B—Inpatient Hospital Services 
and Inpatient Critical Access Hospital 
Services 

■ 4. Section 409.17 is amended by 
revising paragraph (a)(1) to read as 
follows: 

§ 409.17 Physical therapy, occupational 
therapy, and speech-language pathology 
services. 

(a) * * * 
(1) Except as specified in this section, 

physical therapy, occupational therapy, 
or speech-language pathology services 
must be furnished by qualified physical 
therapists, physical therapist assistants, 
occupational therapists, occupational 
therapy assistants, or speech-language 
pathologists who meet the requirements 
specified in part 484 of this chapter. 
* * * * * 

Subpart C—Posthospital SNF Care 

■ 5. Section 409.23 is amended by 
revising the section heading to read as 
follows: 

§ 409.23 Physical therapy, occupational 
therapy and speech-language pathology. 

* * * * * 

PART 410—SUPPLEMENTARY 
MEDICAL INSURANCE (SMI) 
BENEFITS 

■ 6. The authority citation for part 410 
continues to read as follows: 

Authority: Secs. 1102, 1834, 1871, and 
1893 of the Social Security Act (42 U.S.C. 
1302, 1395m, 1395hh, and 1395ddd). 

Subpart B—Medical and Other Health 
Services 

■ 7. Section 410.16 is amended in 
paragraph (a) by— 
■ A. Revising the definition of ‘‘Eligible 
beneficiary’’. 
■ B. Adding the definition of ‘‘End-of- 
life planning’’ in alphabetical order. 
■ C. Revising paragraphs (4), (5), and (7) 
of the definition ‘‘Initial preventive 
physical examination.’’ 

§ 410.16 Initial preventive physical exam: 
Conditions for and limitations on coverage. 

(a) * * * 
Eligible beneficiary means, for the 

purposes of this section, an individual 
who receives his or her initial 
preventive examination not more than 1 
year after the effective date of his or her 
first Medicare Part B coverage period. 

End-of-life planning means, for 
purposes of this section, verbal or 
written information regarding the 
following areas: 

(1) An individual’s ability to prepare 
an advance directive in the case where 
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an injury or illness causes the 
individual to be unable to make health 
care decisions. 

(2) Whether or not the physician is 
willing to follow the individual’s wishes 
as expressed in an advance directive. 

Initial preventive physical exam 
* * * 

(4) An examination to include 
measurement of the beneficiary’s height, 
weight, body mass index, blood 
pressure, a visual acuity screen, and 
other factors as deemed appropriate, 
based on the beneficiary’s medical and 
social history, and current clinical 
standards. 

(5) End-of-life planning as that term is 
defined in this section upon agreement 
with the individual. 
* * * * * 

(7) Education, counseling, and 
referral, including a brief written plan 
such as a checklist provided to the 
individual for obtaining an 
electrocardiogram, as appropriate, and 
the appropriate screening and other 
preventive services that are covered as 
separate Medicare Part B benefits as 
described in sections 1861(s)(10), (jj), 
(nn), (oo), (pp), (qq)(1), (rr), (uu), (vv), 
(xx)(1), (yy), (bbb), and (ddd) of the Act. 
* * * * * 

■ 8. Section 410.33 is amended by 
adding paragraphs (g)(16) and (17) to 
read as follows: 

§ 410.33 Independent diagnostic testing 
facility. 

* * * * * 
(g) * * * 
(16) Enrolls for any diagnostic 

imaging services that it furnishes to a 
Medicare beneficiary, regardless of 
whether the service is furnished in a 
mobile or fixed base location. 

(17) Bills for all mobile diagnostic 
services that are furnished to a Medicare 
beneficiary, unless the mobile 
diagnostic service is part of a hospital 
service provided under arrangement 
with that hospital. 
* * * * * 

■ 9. Section 410.62 is amended by— 
■ A. Revising paragraphs (a)(2) and (3). 
■ B. Amending the heading of 
paragraph (b) by removing the phrase, 
‘‘services to certain inpatients’’ and 
adding in its place ‘‘services furnished 
to certain inpatients.’’ 
■ C. Removing paragraph (d). 
■ D. Redesignating paragraph (c) as 
paragraph (d). 
■ E. Adding new paragraph (c). 

The revisions and addition read as 
follows: 

§ 410.62 Outpatient speech-language 
pathology services: Conditions and 
exclusions. 

(a) * * * 
(2) They are furnished under a written 

plan of treatment that meets the 
requirements of § 410.61. 

(3) They are furnished by one of the 
following: 

(i) A provider as defined in § 489.2 of 
this chapter, or by others under 
arrangements with, and under the 
supervision of, a provider. 

(ii) A speech-language pathologist in 
private practice as described in 
paragraph (c) of this section. 

(iii) Incident to the service of, a 
physician, physician assistant, clinical 
nurse specialist, or nurse practitioner 
when those professionals may perform 
speech-language pathology services 
under State law. When a speech- 
language pathology service is provided 
incident to the services of a physician, 
physician assistant, clinical nurse 
specialist, or nurse practitioner, by 
anyone other than a physician, 
physician assistant, clinical nurse 
specialist, or nurse practitioner, the 
service and the person who furnishes 
the service must meet the standards and 
conditions that apply to speech- 
language pathology and speech- 
language pathologists, except that a 
license to practice speech-language 
pathology services in the State is not 
required. 
* * * * * 

(c) Special provisions for services 
furnished by speech-language 
pathologists in private practice. 

(1) Basic qualifications. In order to 
qualify under Medicare as a supplier of 
outpatient speech-language pathology 
services, each individual speech- 
language pathologist in private practice 
must meet the following requirements: 

(i) Be legally authorized (if applicable, 
licensed, certified, or registered) to 
engage in the private practice of speech- 
language pathology by the State in 
which he or she practices, and practice 
only within the scope of his or her 
license and/or certification. 

(ii) Engage in the private practice of 
speech-language pathology as an 
individual, in one of the following 
practice types: 

(A) An unincorporated solo practice. 
(B) An unincorporated partnership or 

unincorporated group practice. 
(C) An unincorporated solo practice, 

partnership, or group practice, or a 
professional corporation or other 
incorporated speech-language pathology 
practice. 

(D) An employee of a physician 
group. 

(E) An employee of a group that is not 
a professional corporation. 

(iii) Bill Medicare only for services 
furnished in one of the following: 

(A) A speech-language pathologist’s 
private practice office space that meets 
all of the following: 

(1) The location(s) where the practice 
is operated, in the State(s) where the 
therapist (and practice, if applicable) is 
legally authorized to furnish services 
and during the hours that the therapist 
engages in practice at that location. 

(2) The space must be owned, leased, 
or rented by the practice, and used for 
the exclusive purpose of operating the 
practice. 

(B) A patient’s home not including 
any institution that is a hospital, a CAH, 
or a SNF. 

(iv) Treat individuals who are patients 
of the practice and for whom the 
practice collects fees for the services 
furnished. 
* * * * * 
■ 10. Section 410.64 is added to read as 
follows: 

§ 410.64 Additional preventive services. 

(a) Medicare Part B pays for 
additional preventive services not 
otherwise described in this subpart that 
identify medical conditions or risk 
factors for individuals if the Secretary 
determines through the national 
coverage determination process (as 
defined in section 1869(f)(1)(B) of the 
Act) that these services are all of the 
following: 

(1) Reasonable and necessary for the 
prevention or early detection of illness 
or disability. 

(2) Recommended with a grade of A 
or B by the United States Preventive 
Services Task Force. 

(3) Appropriate for individuals 
entitled to benefits under part A or 
enrolled under Part B. 

(b) In making determinations under 
paragraph (a) of this section regarding 
the coverage of a new preventive 
service, the Secretary may conduct an 
assessment of the relation between 
predicted outcomes and the 
expenditures for such services and may 
take into account the results of such an 
assessment in making such national 
coverage determinations. 
■ 11. Section 410.75 is amended by 
revising paragraph (b) to read as follows: 

§ 410.75 Nurse practitioners’ services. 

* * * * * 
(b) Qualifications. For Medicare Part 

B coverage of his or her services, a nurse 
practitioner must be a registered 
professional nurse who is authorized by 
the State in which the services are 
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furnished to practice as a nurse 
practitioner in accordance with State 
law, and must meet one of the 
following: 

(1) Obtained Medicare billing 
privileges as a nurse practitioner for the 
first time on or after January 1, 2003, 
and meets the following requirements: 

(i) Be certified as a nurse practitioner 
by a recognized national certifying body 
that has established standards for nurse 
practitioners. 

(ii) Possess a master’s degree in 
nursing or a Doctor of Nursing Practice 
(DNP) doctoral degree. 

(2) Obtained Medicare billing 
privileges as a nurse practitioner for the 
first time before January 1, 2003, and 
meets the standards in paragraph 
(b)(1)(i) of this section. 

(3) Obtained Medicare billing 
privileges as a nurse practitioner for the 
first time before January 1, 2001. 
* * * * * 
■ 12. Section 410.76 is amended by 
revising paragraph (b)(2) to read as 
follows: 

§ 410.76 Clinical nurse specialists’ 
services. 

* * * * * 
(b) * * * 
(2) Have a master’s degree in a 

defined clinical area of nursing from an 
accredited educational institution or a 
Doctor of Nursing Practice (DNP) 
doctoral degree; and 
* * * * * 
■ 13. Section 410.78 is amended by— 
■ A. Revising the introductory text of 
paragraph (b). 
■ B. Adding paragraphs (b)(3)(vi), (vii), 
and (viii). 

The revision and additions read as 
follows: 

§ 410.78 Telehealth services. 

* * * * * 
(b) General rule. Medicare Part B pays 

for office and other outpatient visits, 
professional consultation, psychiatric 
diagnostic interview examination, 
individual psychotherapy, 
pharmacologic management, end-stage 
renal disease-related services included 
in the monthly capitation payment 
(except for one visit per month to 
examine the access site), individual 
medical nutrition therapy, the 
neurobehavioral status exam, and 
follow-up telehealth consultations 
furnished by an interactive 
telecommunications system if the 
following conditions are met: 
* * * * * 

(3) * * * 
(vi) A hospital-based or critical access 

hospital-based renal dialysis center 
(including satellites). 

(vii) A skilled nursing facility (as 
defined in section 1819(a) of the Act). 

(viii) A community mental health 
center (as defined in section 
1861(ff)(3)(B) of the Act). 
* * * * * 

Subpart I—Payment of SMI Benefits 

■ 14. Section 410.155 is amended by 
revising paragraph (b)(1) introductory 
text to read as follows: 

§ 410.155 Outpatient mental health 
treatment limitation. 

* * * * * 
(b) * * * 
(1) Services subject to the limitation. 

Except as specified in paragraph (b)(2) 
of this section, services furnished by 
physicians and other practitioners, 
whether furnished directly or incident 
to those practitioners’ services, are 
subject to the limitation if they are 
furnished in connection with the 
treatment of a mental, psychoneurotic, 
or personality disorder (that is, any 
condition identified by a diagnosis code 
within the range of 290 through 319) 
and are furnished to an individual who 
is not an inpatient of a hospital: 
* * * * * 

■ 15. Section 410.160 is amended by 
adding paragraph (b)(9) to read as 
follows: 

§ 410.160 Part B annual deductible. 

* * * * * 
(b) * * * 
(9) Beginning January 1, 2009, initial 

preventive physical examinations as 
described in § 410.16. 
* * * * * 

PART 411—EXCLUSIONS FROM 
MEDICARE AND LIMITATIONS ON 
MEDICARE PAYMENT 

■ 16. The authority citation for part 411 
continues to read as follows: 

Authority: Secs. 1102, 1860D–1 through 
1860D–42, 1871, and 1877 of the Social 
Security Act (42 U.S.C. 1302, 1395w–101 
through 1395w–152, 1395hh, and 1395nn). 

Subpart A—General Exclusions and 
Exclusion of Particular Services 

■ 17. Section 411.15 is amended by— 
■ A. Revising paragraphs (a)(1) and (b). 
■ B. Adding new paragraph (k)(15). 
■ C. Redesignating paragraphs 
(p)(2)(xii), (xiii), (xiv), and (xv) as 
(p)(2)(xiii), (xiv), (xv), and (xvi) 
respectively. 
■ D. Adding new paragraph (p)(2)(xii). 

The revision and additions read as 
follows: 

§ 411.15 Particular services excluded from 
coverage. 

* * * * * 
(a) * * * 
(1) Examinations performed for a 

purpose other than treatment or 
diagnosis of a specific illness, 
symptoms, complaint, or injury, except 
for screening mammography, colorectal 
cancer screening tests, screening pelvic 
exams, prostate cancer screening tests, 
glaucoma screening exams, ultrasound 
screening for abdominal aortic 
aneurysms (AAA), cardiovascular 
disease screening tests, diabetes 
screening tests, a screening 
electrocardiogram, initial preventive 
physical examinations that meet the 
criteria specified in paragraphs (k)(6) 
through (k)(15) of this section, or 
additional preventive services that meet 
the criteria in § 410.64 of this chapter. 
* * * * * 

(b) Low vision aid exclusion—(1) 
Scope. The scope of the eyeglass 
exclusion encompasses all devices 
irrespective of their size, form, or 
technological features that use one or 
more lens to aid vision or provide 
magnification of images for impaired 
vision. 

(2) Exceptions. (i) Post-surgical 
prosthetic lenses customarily used 
during convalescence for eye surgery in 
which the lens of the eye was removed 
(for example, cataract surgery). 

(ii) Prosthetic intraocular lenses and 
one pair of conventional eyeglasses or 
contact lenses furnished subsequent to 
each cataract surgery with insertion of 
an intraocular lens. 

(iii) Prosthetic lenses used by 
Medicare beneficiaries who are lacking 
the natural lens of the eye and who were 
not furnished with an intraocular lens. 
* * * * * 

(k) * * * 
(15) In the case of additional 

preventive services not otherwise 
described in this title, subject to the 
conditions and limitation specified in 
§ 410.64 of this chapter. 
* * * * * 

(p) * * * 
(2) * * * 
(xii) Services described in paragraphs 

(k)(15)(i) thorugh (vi) of this section 
when furnished via telehealth under 
section 1834(m)(4)(C)(ii)(VII) of the Act. 
* * * * * 
■ 18. Section 411.351 is amended by— 
■ A. Amending the definition of 
‘‘Designated health services (DHS)’’ by 
adding the word ‘‘outpatient’’ before the 
phrase ‘‘speech-language pathology 
services’’ in paragraph (1)(ii). 
■ B. Amending the definition of 
‘‘Physical therapy, occupational 
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therapy, and speech-language pathology 
services’’ by— 
■ 1. Removing the phrase ‘‘speech- 
language pathology’’ wherever it 
appears within the heading or 
introductory text and adding in its place 
the phrase ‘‘outpatient speech-language 
pathology.’’ 
■ 2. Removing the parenthetical phrase 
‘‘(including speech-language pathology 
services)’’ from the introductory text in 
paragraph (1). 
■ 3. Adding the word ‘‘or’’ to follow 
‘‘equipment;’’ at the end of paragraph 
(1)(ii). 
■ 4. Removing ‘‘; or’’ at the end of 
paragraph (1)(iii) and replacing it with 
a period. 
■ 5. Removing paragraph (1)(iv). 
■ 6. Adding a new paragraph (3). 

The addition reads as follows: 

§ 411.351 Definitions. 
* * * * * 

Physical therapy, occupational 
therapy, and outpatient speech- 
language pathology services * * * 
* * * * * 

(3) Outpatient speech-language 
pathology services, meaning those 
services as described in section 
1861(ll)(2) of the Act that are for the 
diagnosis and treatment of speech, 
language, and cognitive disorders that 
include swallowing and other oral- 
motor dysfunctions. 
* * * * * 

PART 413—PRINCIPLES OF 
REASONABLE COST 
REIMBURSEMENT FOR END-STAGE 
RENAL DISEASE SERVICES; 
PROSPECTIVELY DETERMINED 
PAYMENT RATES FOR SKILLED 
NURSING FACILITIES 

■ 19. The authority citation for part 413 
continues to read as follows: 

Authority: Secs. 1102, 1812(d), 1814(b), 
1815, 1833(a), (i), and (n), 1861(v), 1871, 
1881, 1883, and 1886 of the Social Security 
Act (42 U.S.C. 1302, 1395d(d), 1395f(b), 
1395g, 1395l(a), (i), and (n), 1395x(v), 
1395hh, 1395rr, 1395tt, and 1395ww); and 
sec. 124 of Public Law 106–133 (113 Stat. 
1501A–332). 

Subpart H—Payment for End-Stage 
Renal Disease (ESRD) Services and 
Organ Procurement Costs 

■ 20. Section 413.174 is amended by— 
■ A. Revising the introductory text of 
paragraphs (a) and (c). 
■ B. Revising paragraph (a)(1). 
■ C. Redesignating paragraphs (a)(2) and 
(a)(3) as paragraphs (a)(3) and (a)(4), 
respectively. 
■ D. Adding new paragraph (a)(2). 

The revisions and addition read as 
follows: 

§ 413.174 Prospective rates for hospital- 
based and independent ESRD facilities. 

(a) Establishment of rates. CMS 
establishes prospective payment rates 
for ESRD facilities using the following 
methodology: 

(1) For dialysis services furnished 
prior to January 1, 2009, the 
methodology differentiates between 
hospital-based and independent ESRD 
facilities; 

(2) For dialysis services furnished on 
or after January 1, 2009— 

(i) The composite rate paid to 
hospital-based facilities for dialysis 
services shall be the same as the 
composite rate paid for such services 
furnished by independent renal dialysis 
facilities. 

(ii) When applying the geographic 
index to hospital-based facilities, the 
labor share shall be based on the labor 
share otherwise applied for renal 
dialysis facilities. 
* * * * * 

(c) Determination of hospital-based 
facility. A determination under this 
paragraph (c) is an initial determination 
under § 498.3 of this chapter. CMS 
determines that a facility is hospital- 
based if the— 
* * * * * 

PART 414—PAYMENT FOR PART B 
MEDICAL AND OTHER HEALTH 
SERVICES 

■ 21. The authority citation for part 414 
continues to read as follows: 

Authority: Secs. 1102, 1871, and 1881(b)(l) 
of the Social Security Act (42 U.S.C. 1302, 
1395hh, and 1395rr(b)(l)). 

Subpart B—Physicians and Other 
Practitioners 

■ 22. Section 414.22 is amended by 
revising paragraphs (b)(5)(i)(A) and (B) 
to read as follows: 

§ 414.22 Relative value units (RVUs). 
* * * * * 

(b) * * * 
(5) * * * 
(i) * * * 
(A) Facility practice expense RVUs. 

The facility PE RVUs apply to services 
furnished to patients in the hospital, 
skilled nursing facility, community 
mental health center, or in an 
ambulatory surgical center. 

(B) Nonfacility practice expense 
RVUs. The nonfacility PE RVUs apply to 
services performed in a physician’s 
office, a patient’s home, a nursing 
facility, or a facility or institution other 
than a hospital or skilled nursing 
facility, community mental health 
center, or ASC. 
* * * * * 

■ 23. Section 414.50 is amended by— 
■ A. Revising the section heading as set 
forth below. 
■ B. Revising paragraph (a). 

The revisions read as follows: 

§ 414.50 Physician or other supplier billing 
for diagnostic tests performed or 
interpreted by a physician who does not 
share a practice with the billing physician 
or other supplier. 

(a) General rules. (1) For services 
covered under section 1861(s)(3) of the 
Act and paid for under part 414 of this 
chapter (other than clinical diagnostic 
laboratory tests paid under section 
1833(a)(2)(D) of the Act, which are 
subject to the special billing rules set 
forth in section 1833(h)(5)(A) of the 
Act), if a physician or other supplier 
bills for the technical component (TC) 
or professional component (PC) of a 
diagnostic test that was ordered by the 
physician or other supplier (or ordered 
by a party related to such physician or 
other supplier through common 
ownership or control as described in 
§ 413.17 of this chapter) and the 
diagnostic test is performed by a 
physician who does not share a practice 
with the billing physician or other 
supplier, the payment to the billing 
physician or other supplier (less the 
applicable deductibles and coinsurance 
paid by the beneficiary or on behalf of 
the beneficiary) for the TC or PC of the 
diagnostic test may not exceed the 
lowest of the following amounts: 

(i) The performing supplier’s net 
charge to the billing physician or other 
supplier. For purposes of this paragraph 
(a)(1) only, with respect to the TC, the 
performing supplier is the physician 
who supervised the TC, and with 
respect to the PC, the performing 
supplier is the physician who 
performed the PC. 

(ii) The billing physician or other 
supplier’s actual charge. 

(iii) The fee schedule amount for the 
test that would be allowed if the 
performing supplier billed directly. 

(2) The following requirements are 
applicable for purposes of paragraph 
(a)(1) of this section: 

(i) The net charge must be determined 
without regard to any charge that is 
intended to reflect the cost of equipment 
or space leased to the performing 
supplier by or through the billing 
physician or other supplier. 

(ii) A performing physician shares a 
practice with the billing physician or 
other supplier if he or she furnishes 
substantially all (which, for purposes of 
this section, means ‘‘at least 75 
percent’’) of his or her professional 
services through such billing physician 
or other supplier. The ‘‘substantially 
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all’’ requirement will be satisfied if, at 
the time the billing physician or other 
supplier submits a claim for a service 
furnished by the performing physician, 
the billing physician or other supplier 
has a reasonable belief that: 

(A) For the 12 months prior to and 
including the month in which the 
service was performed, the performing 
physician furnished substantially all of 
his or her professional services through 
the billing physician or other supplier; 
or 

(B) The performing physician will 
furnish substantially all of his or her 
professional services through the billing 
physician or other supplier for the next 
12 months (including the month in 
which the service is performed). 

(iii) A physician will be deemed to 
share a practice with the billing 
physician or other supplier with respect 
to the performance of the TC or PC of 
a diagnostic test if the physician is an 
owner, employee or independent 
contractor of the billing physician or 
other supplier and the TC or PC is 
performed in the office of the billing 
physician or other supplier. The ‘‘office 
of the billing physician or other 
supplier’’ is any medical office space, 
regardless of number of locations, in 
which the ordering physician or other 
ordering supplier regularly furnishes 
patient care, and includes space where 
the billing physician or other supplier 
furnishes diagnostic testing, if the space 
is located in the same building (as 
defined in § 411.351) in which the 
ordering physician or other ordering 
supplier regularly furnishes patient 
care. With respect to a billing physician 
or other supplier that is a physician 
organization (as defined in § 411.351 of 
this chapter), the ‘‘office of the billing 
physician or other supplier’’ is space in 
which the ordering physician provides 
substantially the full range of patient 
care services that the ordering physician 
provides generally. The performance of 
the TC includes both the conducting of 
the TC as well as the supervision of the 
TC. 
* * * * * 
■ 24. Section 414.65 is amended by 
revising paragraph (a)(1) to read as 
follows: 

§ 414.65 Payment for telehealth services. 

(a) * * * 
(1) The Medicare payment amount for 

office or other outpatient visits, 
consultation, individual psychotherapy, 
psychiatric diagnostic interview 
examination, pharmacologic 
management, end-stage renal disease 
related services included in the monthly 
capitation payment (except for one visit 

per month to examine the access site), 
and individual medical nutrition 
therapy furnished via an interactive 
telecommunications system is equal to 
the current fee schedule amount 
applicable for the service of the 
physician or practitioner. The Medicare 
payment amount for follow-up inpatient 
telehealth consultations furnished via 
an interactive telecommunications 
system is equal to the current fee 
schedule amount applicable to 
subsequent hospital care provided by a 
physician or practitioner. 
* * * * * 
■ 25. Section 414.67 is amended by 
adding paragraph (d) to read as follows: 

§ 414.67 Incentive payments for Health 
Professional Shortage Areas. 

* * * * * 
(d) HPSA bonuses are payable for 

services furnished by physicians in 
areas designated as geographic HPSAs 
as of December 31 of the prior year. 
Physicians furnishing services in areas 
that are designated as geographic HPSAs 
prior to the beginning of the year but not 
included on the published list of zip 
codes for which automated HPSA bonus 
payments are made should use the AQ 
modifier to receive the HPSA bonus 
payment. 

Subpart D—Payment for Durable 
Medical Equipment and Prosthetic and 
Orthotic Devices 

■ 26. Section 414.210 is amended by— 
■ A. Revising paragraphs (e)(1) and (2). 
■ B. Removing paragraph (e)(3). 
■ C. Redesignating paragraphs (e)(4) and 
(e)(5) as paragraphs (e)(3) and (e)(4), 
respectively. 
■ D. Revising newly redesignated 
paragraphs (e)(3)(ii), (e)(3)(iii), and 
(e)(4). 

The revisions read as follows: 

§ 414.210 General payment rules. 

* * * * * 
(e) * * * 
(1) General rule. Except as provided 

in paragraph (e)(3) of this section, the 
carrier pays the reasonable and 
necessary charges for maintenance and 
servicing of beneficiary-owned 
equipment. Reasonable and necessary 
charges are those made for parts and 
labor not otherwise covered under a 
manufacturer’s or supplier’s warranty. 
Payment is made for replacement parts 
in a lump sum based on the carrier’s 
consideration of the item. The carrier 
establishes a reasonable fee for labor 
associated with repairing, maintaining, 
and servicing the item. Payment is not 
made for maintenance and servicing of 
a rented item other than the 

maintenance and servicing fee for 
oxygen equipment described in 
paragraph (e)(2) of this section or for 
other durable medical equipment as 
described in § 414.229(e). 

(2) Maintenance and servicing 
payment for 2009 for certain oxygen 
equipment furnished after the 36-month 
rental period. The carrier makes a 
maintenance and servicing payment for 
oxygen equipment other than liquid and 
gaseous equipment (stationary and 
portable) as follows: 

(i) For the first 6-month period 
following the date on which the 36- 
month rental period ends, in accordance 
with § 414.226(a)(1), no payments are 
made. 

(ii) During each succeeding 6-month 
period, payment may be made for 30 
minutes of labor for general 
maintenance and servicing of the 
equipment in the beneficiary’s home. 

(3) Exception to Maintenance and 
Servicing Payments. For items 
purchased on or after June 1, 1989, no 
payment is made under the provisions 
of paragraph (e)(1) of this section for the 
maintenance and servicing of: 

(i) Items requiring frequent and 
substantial servicing, as defined in 
§ 414.222(a); 

(ii) Capped rental items, as defined in 
§ 414.229(a), that are not beneficiary- 
owned in accordance with § 414.229(d), 
§ 414.229(f)(2), or § 414.229(h); and 

(iii) Capped rental items, as defined in 
§ 414.229(a), that are not beneficiary- 
owned in § 414.229(d), § 414.229(f)(2), 
or § 414.229(h); and 

(iv) Oxygen equipment, as described 
in § 414.226. 

(4) Supplier replacement of 
beneficiary-owned equipment based on 
accumulated repair costs. A supplier 
that transfers title to a capped rental 
item to a beneficiary in accordance with 
§ 414.229(f)(2) is responsible for 
furnishing replacement equipment at no 
cost to the beneficiary or to the 
Medicare program if the carrier 
determines that the item furnished by 
the supplier will not last for the entire 
reasonable useful lifetime established 
for the equipment in accordance with 
§ 414.210(f)(1). In making this 
determination, the carrier may consider 
whether the accumulated costs of repair 
exceed 60 percent of the cost to replace 
the item. 
* * * * * 
■ 27. Section 414.226 is amended by 
revising paragraphs (d)(3), (d)(4), (f), 
(g)(1) introductory text, (g)(2) 
introductory text and (g)(3) and by 
removing paragraph (g)(4) to read as 
follows: 
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§ 414.226 Oxygen and oxygen equipment. 

* * * * * 
(d) * * * 
(3) The fee schedule amount for items 

described in paragraph (c)(1)(iv) of this 
section is paid when the beneficiary— 

(i) Owns stationary oxygen equipment 
that requires delivery of gaseous or 
liquid oxygen contents; or 

(ii) Rents stationary oxygen 
equipment that requires delivery of 
gaseous or liquid oxygen contents after 
the period of continuous use of 36 
months described in paragraph (a)(1) of 
this section. 

(4) The fee schedule amount for items 
described in paragraph (c)(1)(v) of this 
section is paid when the beneficiary— 

(i) Owns portable oxygen equipment 
described in (c)(1)(ii) of this section; 

(ii) Rents portable oxygen equipment 
described in paragraph (c)(1)(ii) of this 
section during the period of continuous 
use of 36 months described in paragraph 
(a)(1) of this section and does not rent 
stationary oxygen equipment; or 

(iii) Rents portable oxygen equipment 
described in paragraph (c)(1)(ii) of this 
section after the period of continuous 
use of 36 months described in paragraph 
(a)(1) of this section. 
* * * * * 

(f) Furnishing oxygen and oxygen 
equipment after the 36-month rental 
cap. (1) The supplier that furnishes 
oxygen equipment for the 36th 
continuous month during which 
payment is made under this section 
must— 

(i) Continue to furnish the equipment 
during any period of medical need for 
the remainder of the reasonable useful 
lifetime established for the equipment 
in accordance with § 414.210(f)(1); or 

(ii) Arrange for furnishing the oxygen 
equipment with another supplier if the 
beneficiary relocates to an area that is 
outside the normal service area of the 
supplier that initially furnished the 
equipment. 

(2) The supplier that furnishes liquid 
or gaseous oxygen equipment 
(stationary or portable) for the 36th 
continuous month during which 
payment is made under this section 
must— 

(i) Continue to furnish the oxygen 
contents necessary for the effective use 
of the liquid or gaseous equipment 
during any period of medical need for 
the remainder of the reasonable useful 
lifetime established for the equipment 
in accordance with § 414.210(f)(1); or 

(ii) Arrange for furnishing the oxygen 
contents with another supplier if the 
beneficiary relocates to an area that is 
outside the normal service area of the 
supplier that initially furnished the 
equipment. 

(g) * * * 
(1) The supplier that furnishes oxygen 

equipment for the first month during 
which payment is made under this 
section must continue to furnish the 
equipment for the entire 36-month 
period of continuous use, unless 
medical necessity ends or— 
* * * * * 

(2) Oxygen equipment furnished 
under this section may not be replaced 
by the supplier prior to the expiration 
of the reasonable useful lifetime 
established for the equipment in 
accordance with § 414.210(f)(1) unless: 
* * * * * 

(3) Before furnishing oxygen 
equipment, the supplier must disclose 
to the beneficiary its intentions 
regarding whether it will accept 
assignment of all monthly rental claims 
for the duration of the rental period. A 
supplier’s intentions could be expressed 
in the form of a written agreement 
between the supplier and the 
beneficiary. 
■ 28. Section 414.228 is amended by 
adding paragraph (c) to read as follows: 

§ 414.228 Prosthetic and orthotic devices. 
* * * * * 

(c) Payment for therapeutic shoes. 
The payment rules specified in 
paragraphs (a) and (b) of this section are 
applicable to custom molded and extra 
depth shoes, modifications, and inserts 
(therapeutic shoes) furnished after 
December 31, 2004. 
■ 29. Section 414.230 is amended by 
adding paragraph (h) to read as follows: 

§ 414.230 Determining a period of 
continuous use. 

* * * * * 
(h) Oxygen equipment furnished after 

the 36-month rental period. A new 
period of continuous use does not begin 
under any circumstance in the case of 
oxygen equipment furnished after the 
36-month rental period in accordance 
with § 414.226(f) until the end of the 
reasonable useful lifetime established 
for such equipment in accordance with 
§ 414.210(f). 

Subpart H—Fee Schedule for 
Ambulance Services 

■ 30. Section 414.610 is amended by— 
■ A. Revising paragraph (c)(1) 
introductory text. 
■ B. Adding new paragraph (h). 

The revision and addition read as 
follows: 

§ 414.610 Basis of payment. 

* * * * * 
(c) * * * 
(1) Ground ambulance service levels. 

(i) The CF is multiplied by the 

applicable RVUs for each level of 
service to produce a service-level base 
rate. For services furnished during the 
period July 1, 2004 through December 
31, 2006, ambulance services originating 
in urban areas (both base rate and 
mileage) are paid based on a rate that is 
one percent higher than otherwise is 
applicable under this section, and 
ambulance services originating in rural 
areas (both base rate and mileage) are 
paid based on a rate that is two percent 
higher than otherwise is applicable 
under this section. For services 
furnished during the period July 1, 2008 
through December 31, 2009, ambulance 
services originating in urban areas (both 
base rate and mileage) are paid based on 
a rate that is 2 percent higher than 
otherwise is applicable under this 
section, and ambulance services 
originating in rural areas (both base rate 
and mileage) are paid based on a rate 
that is three percent higher than 
otherwise is applicable under this 
section. 

(ii) The service-level base rate is then 
adjusted by the GAF. Compare this 
amount to the actual charge. The lesser 
of the actual charge or the GAF adjusted 
base rate amount is added to the lesser 
of the actual mileage charges or the 
payment rate per mile, multiplied by the 
number of miles that the beneficiary 
was transported. When applicable, the 
appropriate RAF is applied to the 
ground mileage rate to determine the 
appropriate payment rates. The RVU 
scale for the ambulance fee schedule is 
as follows: 
* * * * * 

(h) Treatment of certain areas for 
payment for air ambulance services. 
Any area that was designated as a rural 
area for purposes of making payments 
under the ambulance fee schedule for 
air ambulance services furnished on 
December 31, 2006, must be treated as 
a rural area for purposes of making 
payments under the ambulance fee 
schedule for air ambulance services 
furnished during the period July 1, 2008 
through December 31, 2009. 

Subpart K—Payment for Drugs and 
Biologicals Under Part B 

■ 31. Section 414.904 is amended by 
revising paragraphs (b)(2), (c)(2), (d)(3), 
and (e)(1)(i) to read as follows: 

§ 414.904 Average sales price as the basis 
for payment. 

* * * * * 
(b) * * * 
(2) Calculation of the average sales 

price. (i) For dates of service before 
April 1, 2008, the average sales price is 
determined by— 
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(A) Computing the sum of the 
products (for each National Drug Code 
assigned to the drug products) of the 
manufacturer’s average sales price and 
the total number of units sold; and 

(B) Dividing that sum by the sum of 
the total number of units sold for all 
NDCs assigned to the drug products. 

(ii) For dates of service on or after 
April 1, 2008, the average sales price is 
determined by— 

(A) Computing the sum of the 
products (for each National Drug Code 
assigned to such drug products) of the 
manufacturer’s average sales price, 
determined by the Secretary without 
dividing such price by the total number 
of billing units for the National Drug 
Code for the billing and payment code 
and the total number of units sold; and 

(B) Dividing the sum determined 
under clause (A) by the sum of the 
products (for each National Drug Code 
assigned to such drug products) of the 
total number of units sold and the total 
number of billing units for the National 
Drug Code for the billing and payment 
code. 

(iii) For purposes of this subsection 
and subsection (c), the term billing unit 
means the identifiable quantity 
associated with a billing and payment 
code, as established by CMS. 

(c) * * * 
(2) Calculation of the average sales 

price. (i) For dates of service before 
April 1, 2008, the average sales price is 
determined by— 

(A) Computing the sum of the 
products (for each National Drug Code 
assigned to the drug product) of the 
manufacturer’s average sales price and 
the total number of units sold; and 

(B) Dividing that sum by the sum of 
the total number of units sold for all 
NDCs assigned to the drug product. 

(ii) For dates of service on or after 
April 1, 2008, the average sales price is 
determined by— 

(A) Computing the sum of the 
products (for each National Drug Code 
assigned to such drug products) of the 
manufacturer’s average sales price, 
determined by the Secretary without 
dividing such price by the total number 
of billing units for the National Drug 
Code for the billing and payment code 
and the total number of units sold; and 

(B) Dividing the sum determined 
under clause (A) by the sum of the 
products (for each National Drug Code 
assigned to such drug products) of the 
total number of units sold and the total 
number of billing units for the National 
Drug Code for the billing and payment 
code. 

(d) * * * 
(3) Widely available market price and 

average manufacturer price. If the 

Inspector General finds that the average 
sales price exceeds the widely available 
market price or the average 
manufacturer price by 5 percent or more 
in CYs 2005, 2006, 2007, 2008 and 2009, 
the payment limit in the quarter 
following the transmittal of this 
information to the Secretary is the lesser 
of the widely available market price or 
103 percent of the average manufacturer 
price. 

(e) * * * 
(1) * * * 
(i) Treatment of Certain Drugs. 

Beginning with April 1, 2008, the 
payment amount for— 

(A) Each single source drug or 
biological described in section 
1842(o)(1)(G) that is treated as a 
multiple source drug because of the 
application of section 1847A(c)(6)(C)(ii) 
is the lower of— 

(1) The payment amount that would 
be determined for such drug or 
biological applying section 
1847A(c)(6)(C)(ii); or 

(2) The payment amount that would 
have been determined for such drug or 
biological if section 1847A(c)(6)(C)(ii) 
were not applied. 

(B) A multiple source drug described 
in section 1842(o)(1)(G) (excluding a 
drug or biological that is treated as a 
multiple source drug because of the 
application of section 1847A(c)(6)(C)(ii)) 
is the lower of— 

(1) The payment amount that would 
be determined for such drug or 
biological taking into account the 
application of section 1847A(c)(6)(C)(ii); 
or 

(2) The payment amount that would 
have been determined for such drug or 
biological if section 1847A(c)(6)(C)(ii) 
were not applied. 
* * * * * 

PART 415—SERVICES FURNISHED BY 
PHYSICIANS IN PROVIDERS, 
SUPERVISING PHYSICIANS IN 
TEACHING SETTINGS, AND 
RESIDENTS IN CERTAIN SETTINGS 

■ 32. The authority citation for part 415 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

Subpart C—Part B Carrier Payments 
for Physician Services to Beneficiaries 
in Providers 

§ 415.130 [Amended] 

■ 33. In § 415.130(d), the phrase 
‘‘December 31, 2007’’ is removed and 
the phrase ‘‘December 31, 2009’’ is 
added in its place. 

PART 423—VOLUNTARY MEDICARE 
PRESCRIPTION DRUG BENEFIT 

■ 34. The authority citation for part 423 
continues to read as follows: 

Authority: Sections 1102, 1106, 1860D–1 
through 1860D–42, and 1871 of the Social 
Security Act (42 U.S.C. 1302, 1306, 1395w– 
101 through 1395w–152, and 1395hh). 

■ 35. Section 423.160 is amended by 
revising paragraph (a)(3)(i) to read as 
follows: 

§ 423.160 Standards for electronic 
prescribing. 

(a) * * * 
(3) * * * 
(i) Until January 1, 2012, entities 

transmitting prescriptions or 
prescription-related information by 
means of computer-generated facsimile 
are exempt from the requirement to use 
the NCPDP SCRIPT Standard adopted 
by this section in transmitting such 
prescriptions or prescription-related 
information. After January 1, 2012, 
entities transmitting prescriptions or 
prescription-related information must 
utilize the NCPSP SCRIPT standard in 
all instances other than temporary/ 
transient network transmission failures. 
* * * * * 

PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 

■ 36. The authority citation for part 424 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

Subpart C—Claims for Payment 

■ 37. Section 424.36 is amended by 
revising paragraphs (a), (b)(6) 
introductory text, and (b)(6)(ii)(C)(2) to 
read as follows: 

§ 424.36 Signature requirements. 

(a) General rule. The beneficiary’s 
own signature is required on the claim 
unless the beneficiary has died or the 
provisions of paragraphs (b), (c), or (d) 
of this section apply. For purposes of 
this section, ‘‘the claim’’ includes the 
actual claim form or such other form 
that contains adequate notice to the 
beneficiary or other authorized 
individual that the purpose of the 
signature is to authorize a provider or 
supplier to submit a claim to Medicare 
for specified services furnished to the 
beneficiary. 

(b) * * * 
(6) An ambulance provider or 

supplier with respect to emergency or 
nonemergency ambulance transport 
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services, if the following conditions and 
documentation requirements are met. 
* * * * * 

(ii) * * * 
(C) * * * 
(2) The requested information from a 

representative of the hospital or facility 
using a secondary form of verification 
obtained at a later date, but prior to 
submitting the claim to Medicare for 
payment. Secondary forms of 
verification include a copy of any of the 
following: 

(i) The signed patient care/trip report; 
(ii) The facility or hospital 

registration/admission sheet; 
(iii) The patient medical record; 
(iv) The facility or hospital log; or 
(v) Other internal facility or hospital 

records. 
* * * * * 
■ 38. Section 424.44 is amended by— 
■ A. Revising the introductory text of 
paragraph (a). 
■ B. Adding paragraph (e). 

The revision and addition read as 
follows: 

§ 424.44 Time limits for filing claims. 
(a) Basic Limits. Except as provided in 

paragraph (b) and (e) of this section, the 
claim must be delivered to the 
intermediary or carrier as appropriate: 
* * * * * 

(e) Exceptions. Any claims filed by 
the following suppliers with Medicare 
billing privileges whose time limits for 
filing claims are linked to their 
enrollment status and are governed 
under § 424.516, § 424.520, and 
§ 424.521 of this subpart: 

(1) Physician or nonphysician 
organizations. 

(2) Physicians. 
(3) Nonphysician practitioners. 
(4) Independent diagnostic testing 

facilities. 

Subpart D—To Whom Payment Is 
Ordinarily Made 

■ 39. Section 424.57 is amended by— 
■ A. Amending paragraph (a) by adding 
the definitions of ‘‘Affiliate’’, ‘‘Attended 
facility-based polysomnogram’’, 
‘‘Continuous positive airway pressure 
(CPAP)’’ device, and ‘‘Sleep test’’ in 
alphabetical order. 
■ B. Adding new paragraph (f). 

The additions read as follows: 

§ 424.57 Special payment rules for items 
furnished by DMEPOS suppliers and 
issuance of DMEPOS supplier billing 
privileges. 

(a) * * * 
Affiliate means a person or 

organization that is related to another 
person or organization through a 

compensation arrangement or 
ownership. 

Attended facility-based 
polysomnogram means a comprehensive 
diagnostic sleep test including at least 
electroencephalography, electro- 
oculography, electromyography, heart 
rate or electrocardiography, airflow, 
breathing effort, and arterial oxygen 
saturation furnished in a sleep 
laboratory facility in which a 
technologist supervises the recording 
during sleep time and has the ability to 
intervene if needed. 
* * * * * 

Continuous positive airway pressure 
(CPAP) device means a machine that 
introduces air into the breathing 
passages at pressures high enough to 
overcome obstructions in the airway in 
order to improve airflow. The airway 
pressure delivered into the upper 
airway is continuous during both 
inspiration and expiration. 
* * * * * 

Sleep test means an attended or 
unattended diagnostic test for a sleep 
disorder whether performed in or out of 
a sleep laboratory. The ‘provider of the 
sleep test’ is the individual or entity that 
directly or indirectly administers and/or 
interprets the sleep test and/or furnishes 
the sleep test device used to administer 
the sleep test. 
* * * * * 

(f) Payment prohibition. No Medicare 
payment will be made to the supplier of 
a CPAP device if that supplier, or its 
affiliate, is directly or indirectly the 
provider of the sleep test used to 
diagnose the beneficiary with 
obstructive sleep apnea. This 
prohibition does not apply if the sleep 
test is an attended facility-based 
polysomnogram. 

Subpart P—Requirements for 
Establishing and Maintaining Medicare 
Billing Privileges 

■ 40. Section 424.502 is amended by 
adding the definitions ‘‘Final adverse 
action’’ and ‘‘Physician or nonphysician 
practitioner organization’’ in 
alphabetical order to read as follows: 

§ 424.502 Definitions. 

* * * * * 
Final adverse action means one or 

more of the following actions: 
(1) A Medicare-imposed revocation of 

any Medicare billing privileges; 
(2) Suspension or revocation of a 

license to provide health care by any 
State licensing authority; 

(3) Revocation or suspension by an 
accreditation organization; 

(4) A conviction of a Federal or State 
felony offense (as defined in 

§ 424.535(a)(3)(i)) within the last 10 
years preceding enrollment, 
revalidation, or re-enrollment; or 

(5) An exclusion or debarment from 
participation in a Federal or State health 
care program. 
* * * * * 

Physician or nonphysician 
practitioner organization means any 
physician or nonphysician practitioner 
entity that enrolls in the Medicare 
program as a sole proprietorship or 
organizational entity. 

* * * * * 
■ 41. Section 424.516 is added to read 
as follows: 

§ 424.516 Additional provider and supplier 
requirements for enrolling and maintaining 
active enrollment status in the Medicare 
program. 

(a) Certifying compliance. CMS 
enrolls and maintains an active 
enrollment status for a provider or 
supplier when that provider or supplier 
certifies that it meets, and continues to 
meet, and CMS verifies that it meets, 
and continues to meet, all of the 
following requirements: 

(1) Compliance with title XVIII of the 
Act and applicable Medicare 
regulations. 

(2) Compliance with Federal and State 
licensure, certification, and regulatory 
requirements, as required, based on the 
type of services or supplies the provider 
or supplier type will furnish and bill 
Medicare. 

(3) Not employing or contracting with 
individuals or entities that meet either 
of the following conditions: 

(i) Excluded from participation in any 
Federal health care programs, for the 
provision of items and services covered 
under the programs, in violation of 
section 1128A(a)(6) of the Act. 

(ii) Debarred by the General Services 
Administration (GSA) from any other 
Executive Branch procurement or 
nonprocurement programs or activities, 
in accordance with the Federal 
Acquisition and Streamlining Act of 
1994, and with the HHS Common Rule 
at 45 CFR part 76. 

(b) Reporting requirements 
Independent Diagnostic Testing 
Facilities (IDTFs). IDTF reporting 
requirements are specified in 
§ 410.33(g)(2) of this chapter. 

(c) Reporting requirements DMEPOS 
suppliers. DMEPOS reporting 
requirements are specified in 
§ 424.57(c)(2). 

(d) Reporting requirements for 
physicians, nonphysician practitioners, 
and physician and nonphysician 
practitioner organizations. Physicians, 
nonphysician practitioners, and 
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physician and nonphysician 
practitioner organizations must report 
the following reportable events to their 
Medicare contractor within the 
specified timeframes: 

(1) Within 30 days— 
(i) A change of ownership; 
(ii) Any adverse legal action; or 
(iii) A change in practice location. 
(2) All other changes in enrollment 

must be reported within 90 days. 
(e) Reporting requirements for all 

other providers and suppliers. Reporting 
requirements for all other providers and 
suppliers not identified in paragraphs 
(a) through (d) of this section, must 
report to CMS the following information 
within the specified timeframes: 

(1) Within 30 days for a change of 
ownership, including changes in 
authorized official(s) or delegated 
official(s); 

(2) All other changes to enrollment 
must be reported within 90 days. 

(f) Maintaining documentation. A 
provider or supplier is required to 
maintain ordering and referring 
documentation, including the NPI, 
received from a physician or eligible 
nonphysician practitioner for 7 years 
from the date of service. Physicians and 
nonphysician practitioners are required 
to maintain written ordering and 
referring documentation for 7 years from 
the date of service. 

■ 42. Section 424.517 is added to read 
as follows: 

§ 424.517 Onsite review. 
(a) CMS reserves the right, when 

deemed necessary, to perform onsite 
review of a provider or supplier to 
verify that the enrollment information 
submitted to CMS or its agents is 
accurate and to determine compliance 
with Medicare enrollment requirements. 
Site visits for enrollment purposes do 
not affect those site visits performed for 
establishing compliance with conditions 
of participation. Based upon the results 
of CMS’s onsite review, the provider 
may be subject to denial or revocation 
of Medicare billing privileges as 
specified in § 424.530 or § 424.535 of 
this part. 

(1) Medicare Part A providers. CMS 
determines, upon on-site review, that 
the provider meets either of the 
following conditions: 

(i) Is unable to furnish Medicare- 
covered items or services. 

(ii) Has failed to satisfy any of the 
Medicare enrollment requirements. 

(2) Medicare Part B providers. CMS 
determines, upon review, that the 
supplier meets any of the following 
conditions: 

(i) Is unable to furnish Medicare- 
covered items or services. 

(ii) Has failed to satisfy any or all of 
the Medicare enrollment requirements. 

(iii) Has failed to furnish Medicare 
covered items or services as required by 
the statute or regulations. 

(b) [Reserved] 

■ 43. Section 424.520 is revised to read 
as follows: 

§ 424.520 Effective date of Medicare billing 
privileges. 

(a) Surveyed, certified or accredited 
providers and suppliers. The effective 
date for billing privileges for providers 
and suppliers requiring State survey, 
certification or accreditation is specified 
in § 489.13 of this chapter. If a provider 
or supplier is seeking accreditation from 
a CMS-approved accreditation 
organization, the effective date is 
specified in § 489.13(d). 

(b) Independent Diagnostic Testing 
Facilities. The effective date for billing 
privileges for IDTFs is specified in 
§ 410.33(i) of this chapter. 

(c) DMEPOS suppliers. The effective 
date for billing privileges for DMEPOS 
suppliers is specified in § 424.57(b) of 
this subpart and section 1834(j)(1)(A) of 
the Act. 

(d) Physicians, nonphysician 
practitioners, and physician and 
nonphysician practitioner 
organizations. The effective date for 
billing privileges for physicians, 
nonphysician practitioners, and 
physician and nonphysician 
practitioner organizations is the later of 
the date of filing of a Medicare 
enrollment application that was 
subsequently approved by a Medicare 
contractor or the date an enrolled 
physician or nonphysician practitioner 
first began furnishing services at a new 
practice location. 

■ 44. Section 424.521 is added to read 
as follows: 

§ 424.521 Request for payment by 
physicians, nonphysician practitioners, 
physician or nonphysician organizations. 

(a) Physicians, nonphysician 
practitioners and physician and 
nonphysician practitioner organizations 
may retrospectively bill for services 
when a physician or nonphysician 
practitioner or a physician or a 
nonphysician organization have met all 
program requirements, including State 
licensure requirements, and services 
were provided at the enrolled practice 
location for up to— 

(1) 30 days prior to their effective date 
if circumstances precluded enrollment 
in advance of providing services to 
Medicare beneficiaries, or 

(2) 90 days prior to their effective date 
if a Presidentially-declared disaster 

under the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act, 
42 U.S.C. 5121–5206 (Stafford Act) 
precluded enrollment in advance of 
providing services to Medicare 
beneficiaries. 

(b) [Reserved] 
■ 45. Section 424.530 is amended by— 
■ A. Revising the section heading as set 
forth below. 
■ B. Adding paragraphs (a)(6) and (a)(7). 

The revision and additions read as 
follows: 

§ 424.530 Denial of enrollment in the 
Medicare program. 

(a) * * * 
(6) Overpayment. The current owner 

(as defined in § 424.502), physician or 
nonphysician practitioner has an 
existing overpayment at the time of 
filing of an enrollment application. 

(7) Payment suspension. The current 
owner (as defined in § 424.502), 
physician or nonphysician practitioner 
has been placed under a Medicare 
payment suspension as defined in 
§ 405.370 through § 405.372 of this 
subchapter. 
* * * * * 
■ 46. Section 424.535 is amended by— 
■ A. Amending paragraph (a)(1) by 
removing the phrase ‘‘billing 
privileges.’’ and adding in its place 
‘‘billing privileges, except for those 
imposed under paragraphs (a)(2), (a)(3), 
or (a)(5) of this section. 
■ B. Adding paragraphs (a)(9), (a)(10), 
and (g). 
■ C. Revising paragraph (f). 

The additions and revision read as 
follows: 

§ 424.535 Revocation of enrollment and 
billing privileges in the Medicare program. 

(a) * * * 
(9) Failure to report. The provider or 

supplier did not comply with the 
reporting requirements specified in 
§ 424.516(d)(1)(ii) and (iii) of this 
subpart. 

(10) Failure to document. The 
provider or supplier did not comply 
with the documentation requirements 
specified in § 424.516(f) of this subpart. 
* * * * * 

(g) Effective date of revocation. 
Revocation becomes effective 30 days 
after CMS or the CMS contractor mails 
notice of its determination to the 
provider or supplier, except if the 
revocation is based on Federal exclusion 
or debarment, felony conviction, license 
suspension or revocation, or the practice 
location is determined by CMS or its 
contractor not to be operational. When 
a revocation is based on a Federal 
exclusion or debarment, felony 
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conviction, license suspension or 
revocation, or the practice location is 
determined by CMS or its contractor not 
to be operational, the revocation is 
effective with the date of exclusion or 
debarment, felony conviction, license 
suspension or revocation or the date 
that CMS or its contractor determined 
that the provider or supplier was no 
longer operational. 

(h) Submission of claims for services 
furnished before revocation. A 
physician organization, physician, 
nonphysician practitioner or 
independent diagnostic testing facility 
must submit all claims for items and 
services furnished within 60 calendar 
days of the effective date of revocation. 
■ 47. Section 424.565 is added to read 
as follows: 

§ 424.565 Overpayment. 
A physician or nonphysician 

practitioner organization, physician or 
nonphysician practitioner that does not 
comply with the reporting requirements 
specified in § 424.516(d)(1)(ii) and (iii) 
of this subpart is assessed an 
overpayment back to the date of the 
final adverse action or change in 
practice location. Overpayments are 
processed in accordance with Part 405 
Subpart C of this chapter. 

PART 485—CONDITIONS OF 
PARTICIPATION: SPECIALIZED 
PROVIDERS 

■ 48. The authority citation for part 485 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395(hh)). 

Subpart B—Conditions of 
Participation: Comprehensive 
Outpatient Rehabilitation Facilities 

■ 49. Section 485.58 is amended by 
revising the introductory text and 
paragraphs (a)(1)(i) and (e)(2) to read as 
follows: 

§ 485.58 Condition of participation: 
Comprehensive rehabilitation program. 

The facility must provide a 
coordinated rehabilitation program that 
includes, at a minimum, physicians’ 
services, physical therapy services, and 
social or psychological services. These 
services must be furnished by personnel 
that meet the qualifications set forth in 
§§ 485.70 and 484.4 of this chapter and 
must be consistent with the plan of 
treatment and the results of 
comprehensive patient assessments. 

(a) * * * 
(1) * * * 
(i) Provide, in accordance with 

accepted principles of medical practice, 

medical direction, medical care 
services, consultation, and medical 
supervision of nonphysician staff; 
* * * * * 

(e) * * * 
(2) Exceptions. Physical therapy, 

occupational therapy, and speech- 
language pathology services may be 
furnished away from the premises of the 
CORF including the individual’s home 
when payment is not otherwise made 
under Title XVIII of the Act. In addition, 
a single home environment evaluation is 
covered if there is a need to evaluate the 
potential impact of the home 
environment on the rehabilitation goals. 
The single home environment 
evaluation requires the presence of the 
patient and the physical therapist, 
occupational therapist, or speech- 
language pathologist, as appropriate. 
* * * * * 
■ 50. Section 485.70 is amended by: 
■ A. Revising paragraphs (c), (e), (j) 
introductory text, (j)(2) and (j)(3). 
■ B. Releting paragraph (k) and 
redesignating paragraphs (l) and (m) as 
paragraphs (k) and (l) respectively. 

The revisions read as follows: 

§ 485.70 Personnel qualifications. 

* * * * * 
(c) An occupational therapist and an 

occupational therapy assistant must 
meet the qualifications in § 484.4 of this 
chapter. 
* * * * * 

(e) A physical therapist and a physical 
therapist assistant must meet the 
qualifications in § 484.4 of this chapter. 
* * * * * 

(j) A respiratory therapist must— 
(1) * * * 
(2) Have successfully completed a 

nationally—accredited educational 
program that confers eligibility for the 
National Board for Respiratory Care 
(NBRC) registry exams, and have passed 
the registry examination administered 
by the NBRC, or 

(3) Have equivalent training and 
experience as determined by the 
National Board for Respiratory Care 
(NBRC) and passed the registry 
examination administered by the NBRC. 
* * * * * 

Subpart F—Conditions of 
Participation: Critical Access Hospitals 
(CAHs) 

■ 51. Section 485.635 is amended by 
revising paragraph (e) to read as follows: 

§ 485.635 Conditions of participation: 
Provision of services. 

* * * * * 
(e) Standard: Rehabilitation Therapy 

Services. Physical therapy, occupational 

therapy, and speech-language pathology 
services furnished at the CAH, if 
provided, are provided by staff qualified 
under State law, and consistent with the 
requirements for therapy services in 
§ 409.17 of this subpart. 

Subpart H—Conditions of Participation 
for Clinics, Rehabilitation Agencies, 
and Public Health Agencies as 
Providers of Outpatient Physical 
Therapy and Speech-Language 
Pathology Services 

■ 52. Section 485.703 is amended by— 
■ A. Adding the definition of 
‘‘extension location’’ in alphabetical 
order. 
■ B. Revising paragraph (2) of the 
definition of ‘‘rehabilitation agency.’’ 

The addition and revision read as 
follows: 

§ 485.703 Definitions. 

* * * * * 
Extension location. A location or site 

from which a rehabilitation agency 
provides services within a portion of the 
total geographic area served by the 
primary site. The extension location is 
part of the rehabilitation agency. The 
extension location should be located 
sufficiently close to share 
administration, supervision, and 
services in a manner that renders it 
unnecessary for the extension location 
to independently meet the conditions of 
participation as a rehabilitation agency. 
* * * * * 

Rehabilitation agency * * * 
(2) Provides at least physical therapy 

or speech-language pathology services. 
* * * * * 
■ 53. Section 485.711 is amended by 
revising the introductory text and 
paragraphs (b)(3) and (c) to read as 
follows: 

§ 485.711 Condition of participation: Plan 
of care and physician involvement. 

For each patient in need of outpatient 
physical therapy or speech pathology 
services, there is a written plan of care 
established and periodically reviewed 
by a physician, or by a physical 
therapist or speech pathologist 
respectively. 
* * * * * 

(b) * * * 
(3) The plan of care and results of 

treatment are reviewed by the physician 
or by the individual who established the 
plan at least as often as the patient’s 
condition requires, and the indicated 
action is taken. 
* * * * * 

(c) Standard: Emergency care. The 
rehabilitation agency must establish 
procedures to be followed by personnel 
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in an emergency, which cover 
immediate care of the patient, persons 
to be notified, and reports to be 
prepared. 
■ 54. Section 485.717 is revised to read 
as follows: 

§ 485.717 Condition of participation: 
Rehabilitation program. 

This condition and standards apply 
only to a rehabilitation agency’s own 
patients, not to patients of hospitals, 
skilled nursing facilities (SNFs), or 
Medicaid nursing facilities (NFs) to 
which the agency furnishes services. 
The hospital, SNF, or NF is responsible 
for ensuring that qualified staff furnish 
services for which they arrange or 
contract for their patients. The 
rehabilitation agency provides physical 
therapy and speech-language pathology 
services to all of its patients who need 
them. 

(a) Standard: Qualification of staff. 
The agency’s therapy services are 
furnished by qualified individuals as 
direct services and/or services provided 
under contract. 

(b) Standard: Arrangements for 
services. If services are provided under 
contract, the contract must specify the 
term of the contract, the manner of 
termination or renewal and provide that 
the agency retains responsibility for the 
control and supervision of the services. 

PART 486—CONDITIONS FOR 
COVERAGE OF SPECIALIZED 
SERVICES FURNISHED BY 
SUPPLIERS 

■ 55. The authority citation for part 486 
continues to read as follows: 

Authority: Secs. 1102, 1138, and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1320b–8, and 1395hh) and section 371 of the 
Public Health Service Act (42 U.S.C. 273). 

Subpart C—Conditions for Coverage: 
Portable X-Ray Services 

■ 56. Section 486.104 is amended by— 
■ A. Revising the introductory text of 
paragraph (a). 
■ B. Revising paragraph (a)(1). 
■ C. Adding paragraph (a)(4). 

The revision and addition read as 
follows: 

§ 486.104 Condition for coverage: 
Qualifications, orientation and health of 
technical personnel. 

* * * * * 
(a) Standard-qualifications of 

technologists. All operators of the 
portable X-ray equipment meet the 
requirements of paragraphs (a)(1), (2), 
(3), or (4) of this section: 

(1) Successful completion of a 
program of formal training in X-ray 

technology in a school approved by the 
Joint Review Committee on Education 
in Radiologic Technology (JRCERT), or 
have earned a bachelor’s or associate 
degree in radiologic technology from an 
accredited college or university. 
* * * * * 

(4) For those whose training was 
completed prior to January 1, 1993, 
successful completion of a program of 
formal training in X-ray technology in a 
school approved by the Council on 
Education of the American Medical 
Association, or by the American 
Osteopathic Association is acceptable. 
* * * * * 

PART 489—PROVIDER AGREEMENTS 
AND SUPPLIER APPROVAL 

■ 57. The authority citation for part 489 
continues to read as follows: 

Authority: Secs. 1102, 1819, 1820(e), 1861, 
1864(m), 1866, 1869, and 1871 of the Social 
Security Act (42 U.S.C. 1302, 1395i–3, 1395x, 
1395aa(m), 1395cc, 1395ff, and 1395hh). 

Subpart B—Essentials of Provider 
Agreements 

■ 58. Section 489.20 is amended by— 
■ A. Redesignating paragraphs (s)(12), 
(13), (14), and (15) as (s)(13), (14), (15), 
and (16), respectively. 
■ B. Adding new paragraph (s)(12). 

The addition reads as follows: 

§ 489.20 Basic commitments. 

* * * * * 
(s) * * * 
(12) Services described in paragraphs 

(s)(1) through (6) of this section when 
furnished via telehealth under section 
1834(m)(4)(C)(ii)(VII) of the Act. 
* * * * * 

Authority: Catalog of Federal Domestic 
Assistance Program No. 93.773, Medicare— 
Hospital Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program. 

Dated: October 21, 2008. 
Kerry Weems, 
Acting Administrator, Centers for Medicare 
& Medicaid Services. 

Approved: October 29, 2008. 
Michael O. Leavitt, 
Secretary. 

Note: These addenda will not appear in the 
Code of Federal Regulations. 

Addendum A: Explanation and Use of 
Addenda B 

The addenda on the following pages 
provide various data pertaining to the 
Medicare fee schedule for physicians’ 
services furnished in 2009. Addendum B 
contains the RVUs for work, non-facility PE, 
facility PE, and malpractice expense, and 

other information for all services included in 
the PFS. 

In previous years, we have listed many 
services in Addendum B that are not paid 
under the PFS. To avoid publishing as many 
pages of codes for these services, we are not 
including clinical laboratory codes or the 
alphanumeric codes (Healthcare Common 
Procedure Coding System (HCPCS) codes not 
included in CPT) not paid under the PFS in 
Addendum B. 

Addendum B contains the following 
information for each CPT code and 
alphanumeric HCPCS code, except for: 
alphanumeric codes beginning with B 
(enteral and parenteral therapy), E (durable 
medical equipment), K (temporary codes for 
nonphysicians’ services or items), or L 
(orthotics); and codes for anesthesiology. 
Please also note the following: 

• An ‘‘NA’’ in the ‘‘Non-facility PE RVUs’’ 
column of Addendum B means that CMS has 
not developed a PE RVU in the non-facility 
setting for the service because it is typically 
performed in the hospital (for example, an 
open heart surgery is generally performed in 
the hospital setting and not a physician’s 
office). If there is an ‘‘NA’’ in the non-facility 
PE RVU column, and the contractor 
determines that this service can be performed 
in the non-facility setting, the service will be 
paid at the facility PE RVU rate. 

• Services that have an ‘‘NA’’ in the 
‘‘Facility PE RVUs’’ column of Addendum B 
are typically not paid using the PFS when 
provided in a facility setting. These services 
(which include ‘‘incident to’’ services and 
the technical portion of diagnostic tests) are 
generally paid under either the outpatient 
hospital prospective payment system or 
bundled into the hospital inpatient 
prospective payment system payment. 

1. CPT/HCPCS code. This is the CPT or 
alphanumeric HCPCS number for the service. 
Alphanumeric HCPCS codes are included at 
the end of this addendum. 

2. Modifier. A modifier is shown if there 
is a technical component (modifier TC) and 
a professional component (PC) (modifier–26) 
for the service. If there is a PC and a TC for 
the service, Addendum B contains three 
entries for the code. A code for: the global 
values (both professional and technical); 
modifier–26 (PC); and, modifier TC. The 
global service is not designated by a modifier, 
and physicians must bill using the code 
without a modifier if the physician furnishes 
both the PC and the TC of the service. 

Modifier–53 is shown for a discontinued 
procedure, for example a colonoscopy that is 
not completed. There will be RVUs for a code 
with this modifier. 

3. Status indicator. This indicator shows 
whether the CPT/HCPCS code is in the PFS 
and whether it is separately payable if the 
service is covered. 

A = Active code. These codes are 
separately payable under the PFS if covered. 
There will be RVUs for codes with this 
status. The presence of an ‘‘A’’ indicator does 
not mean that Medicare has made a national 
coverage determination regarding the service. 
Carriers remain responsible for coverage 
decisions in the absence of a national 
Medicare policy. 

B = Bundled code. Payments for covered 
services are always bundled into payment for 
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other services not specified. If RVUs are 
shown, they are not used for Medicare 
payment. If these services are covered, 
payment for them is subsumed by the 
payment for the services to which they are 
incident (an example is a telephone call from 
a hospital nurse regarding care of a patient). 

C = Carriers price the code. Carriers will 
establish RVUs and payment amounts for 
these services, generally on an individual 
case basis following review of 
documentation, such as an operative report. 

D* = Deleted/discontinued code. 
E = Excluded from the PFS by regulation. 

These codes are for items and services that 
CMS chose to exclude from the fee schedule 
payment by regulation. No RVUs are shown, 
and no payment may be made under the PFS 
for these codes. Payment for them, when 
covered, continues under reasonable charge 
procedures. 

F = Deleted/discontinued codes. (Code not 
subject to a 90-day grace period.) These codes 
are deleted effective with the beginning of 
the year and are never subject to a grace 
period. This indicator is no longer effective 
beginning with the 2005 fee schedule as of 
January 1, 2005. 

G = Code not valid for Medicare purposes. 
Medicare uses another code for reporting of, 
and payment for, these services. (Codes 
subject to a 90-day grace period.) This 
indicator is no longer effective with the 2005 
PFS as of January 1, 2005. 

H* = Deleted modifier. For 2000 and later 
years, either the TC or PC component shown 
for the code has been deleted and the deleted 
component is shown in the database with the 
H status indicator. 

I = Not valid for Medicare purposes. 
Medicare uses another code for the reporting 

of, and the payment for these services. (Codes 
not subject to a 90-day grace period.) 

L = Local codes. Carriers will apply this 
status to all local codes in effect on January 
1, 1998 or subsequently approved by central 
office for use. Carriers will complete the 
RVUs and payment amounts for these codes. 

M = Measurement codes, used for reporting 
purposes only. There are no RVUs and no 
payment amounts for these codes. Medicare 
uses them to aid with performance 
measurement. No separate payment is made. 
These codes should be billed with a zero 
(($0.00) charge and are denied) on the 
MPFSDB. 

N = Non-covered service. These codes are 
noncovered services. Medicare payment may 
not be made for these codes. If RVUs are 
shown, they are not used for Medicare 
payment. 

R = Restricted coverage. Special coverage 
instructions apply. If the service is covered 
and no RVUs are shown, it is carrier-priced. 

T = There are RVUs for these services, but 
they are only paid if there are no other 
services payable under the PFS billed on the 
same date by the same provider. If any other 
services payable under the PFS are billed on 
the same date by the same provider, these 
services are bundled into the service(s) for 
which payment is made. 

X = Statutory exclusion. These codes 
represent an item or service that is not within 
the statutory definition of ‘‘physicians’ 
services’’ for PFS payment purposes. No 
RVUs are shown for these codes, and no 
payment may be made under the PFS. 
(Examples are ambulance services and 
clinical diagnostic laboratory services.) 

4. Description of code. This is an 
abbreviated version of the narrative 
description of the code. 

5. Physician work RVUs. These are the 
RVUs for the physician work for this service 
in 2009. 

6. Fully implemented non-facility practice 
expense RVUs. These are the fully 
implemented resource-based PE RVUs for 
non-facility settings. 

7. Transitional non-facility practice 
expense RVUs. These are the 2009 resource- 
based PE RVUs for non-facility settings. 

8. Fully implemented facility practice 
expense RVUs. These are the fully 
implemented resource-based PE RVUs for 
facility settings. 

9. Transitional facility practice expense 
RVUs. These are the 2009 resource-based PE 
RVUs for facility settings. 

10. Malpractice expense RVUs. These are 
the RVUs for the malpractice expense for the 
service for 2009. 

11. Global period. This indicator shows the 
number of days in the global period for the 
code (0, 10, or 90 days). An explanation of 
the alpha codes follows: 

MMM = Code describes a service furnished 
in uncomplicated maternity cases including 
antepartum care, delivery, and postpartum 
care. The usual global surgical concept does 
not apply. See the 1999 Physicians’ Current 
Procedural Terminology for specific 
definitions. 

XXX = The global concept does not apply. 
YYY = The global period is to be set by the 

carrier (for example, unlisted surgery codes). 
ZZZ = Code related to another service that 

is always included in the global period of the 
other service. (Note: Physician work and PE 
are associated with intra service time and in 
some instances in the post service time. 

* Codes with these indicators had a 90-day 
grace period before January 1, 2005. 
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REMINDERS 
The items in this list were 
editorially compiled as an aid 
to Federal Register users. 
Inclusion or exclusion from 
this list has no legal 
significance. 

RULES GOING INTO 
EFFECT NOVEMBER 19, 
2008 

COMMERCE DEPARTMENT 
National Oceanic and 
Atmospheric Administration 
Taking of Marine Mammals 

Incidental to Commercial 
Fishing Operations: 
Atlantic Large Whale Take 

Reduction Plan; published 
11-17-08 

ENVIRONMENTAL 
PROTECTION AGENCY 
Pesticide Tolerances: 

Ipconazole; published 11-19- 
08 

Polyoxin D Zinc Salt; 
Exemption from the 
Requirement of a Tolerance; 
published 11-19-08 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Commercial Availability of 

Navigation Devices; 
published 11-19-08 

DEPARTMENT OF LABOR 
Employees’ Compensation 
Appeals Board 
Rules of Procedure; published 

10-20-08 

SECURITIES AND 
EXCHANGE COMMISSION 
Delegation of Authority to the 

Director of the Office of 
Compliance Inspections and 
Examinations and the 
Secretary of the 
Commission; published 11- 
19-08 

TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness Directives: 

Thielert Aircraft Engines 
GmbH (TAE) Model TAE 
125-02-99 Reciprocating 
Engines; published 11-4- 
08 

VETERANS AFFAIRS 
DEPARTMENT 
Schedule for Rating 

Disabilities; Evaluation of 
Residuals of Traumatic 
Brain Injury (TBI); 
Correction; published 11-19- 
08 

COMMENTS DUE NEXT 
WEEK 

AGRICULTURE 
DEPARTMENT 
Animal and Plant Health 
Inspection Service 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals: 
Importation of Small Lots of 

Seed; comments due by 
11-28-08; published 9-29- 
08 [FR E8-22835] 

Johne’s Disease in 
Domestic Animals; 
Interstate Movement; 
comments due by 11-28- 
08; published 9-29-08 [FR 
E8-22834] 

National Animal Health 
Monitoring System; Goat 
2009 Study; comments 
due by 11-28-08; 
published 9-29-08 [FR E8- 
22827] 

Importation of Ash Plants; 
comments due by 11-24-08; 
published 9-23-08 [FR E8- 
22194] 

Importation, Interstate 
Movement, and Release into 
the Environment of Certain 
Genetically Engineered 
Organisms; comments due 
by 11-24-08; published 10- 
9-08 [FR E8-23584] 

AGRICULTURE 
DEPARTMENT 
Rural Utilities Service 
Standards and Specifications 

for Timber Products 
Acceptable for Use by Rural 
Development Utilities 
Programs’ Electric and 
Telecommunications 
Borrowers; comments due 
by 11-28-08; published 9- 
29-08 [FR E8-21798] 

COMMERCE DEPARTMENT 
National Oceanic and 
Atmospheric Administration 
Atlantic Highly Migratory 

Species; Atlantic 
Commercial Shark 
Management Measures; 
comments due by 11-26-08; 
published 10-27-08 [FR E8- 
25557] 

DEFENSE DEPARTMENT 
Defense Acquisition 
Regulations System 
Defense Federal Acquisition 

Regulation Supplement; 
Government Property 
(DFARS Case 2007-D020); 
comments due by 11-24-08; 
published 9-24-08 [FR E8- 
22419] 

ENERGY DEPARTMENT 
Federal Energy Regulatory 
Commission 
Version Two Facilities Design, 

Connections and 

Maintenance Reliability 
Standards; comments due 
by 11-24-08; published 10- 
23-08 [FR E8-25051] 

ENVIRONMENTAL 
PROTECTION AGENCY 
Aldicarb, Ametryn, 2,4-DB, 

Dicamba, Dimethipin, 
Disulfoton, Diuron, et al.; 
Tolerance Actions; 
comments due by 11-24-08; 
published 9-24-08 [FR E8- 
22078] 

Approval and Promulgation of 
Air Quality Implementation 
Plans: 
Illinois; comments due by 

11-28-08; published 10- 
29-08 [FR E8-25659] 

Virginia; Movement of 
Richmond and Hampton 
Roads 8-Hour Ozone 
Areas from the 
Nonattainment Area List 
to the Maintenance Area 
List; comments due by 
11-28-08; published 10- 
29-08 [FR E8-25671] 

West Virginia; Ambient Air 
Quality Standards; 
comments due by 11-28- 
08; published 10-28-08 
[FR E8-25655] 

Approvals and Promulgations 
of Implementation Plans: 
State of California; 2003 

State Strategy and 2003 
South Coast Plan for 
One-Hour Ozone and 
Nitrogen Dioxide; 
comments due by 11-24- 
08; published 10-24-08 
[FR E8-25468] 

Environmental Statements; 
Notice of Intent: 
Coastal Nonpoint Pollution 

Control Programs; States 
and Territories— 
Florida and South 

Carolina; Open for 
comments until further 
notice; published 2-11- 
08 [FR 08-00596] 

Federal Requirements Under 
the Underground Injection 
Control (UIC) Program: 
Carbon Dioxide (CO2) 

Geologic Sequestration 
(GS) Wells; comments 
due by 11-24-08; 
published 7-25-08 [FR E8- 
16626] 

National Emission Standards 
for Hazardous Air Pollutant 
Emissions: 
Group I Polymers and 

Resins (Epichlorohydrin 
Elastomers Production, 
HypalonTM Production, 
Nitrile Butadiene Rubber 
Production, etc.); 
comments due by 11-24- 
08; published 10-10-08 
[FR E8-23373] 

New Mexico; Incorporation by 
Reference of Approved 
State Hazardous Waste 
Management Program; 
comments due by 11-28-08; 
published 10-28-08 [FR E8- 
25533] 

New Mexico; Incorporation by 
Reference of State 
Hazardous Waste 
Management Program; 
comments due by 11-28-08; 
published 10-28-08 [FR E8- 
25535] 

Pesticide Tolerances: 
Cyfluthrin; comments due by 

11-24-08; published 9-24- 
08 [FR E8-22477] 

Pendimethalin; comments 
due by 11-24-08; 
published 9-24-08 [FR E8- 
22434] 

Registration Review; 
Azadirachtin Docket Opened 
for Review and Comment; 
comments due by 11-24-08; 
published 9-24-08 [FR E8- 
22387] 

Regulating Greenhouse Gas 
Emissions Under the Clean 
Air Act; comments due by 
11-28-08; published 7-30-08 
[FR E8-16432] 

Revisions to the California 
State Implementation Plan: 
San Diego Air Pollution 

Control District; comments 
due by 11-24-08; 
published 10-24-08 [FR 
E8-25310] 

San Diego County Air 
Pollution Control District; 
comments due by 11-24- 
08; published 10-24-08 
[FR E8-25311] 

Texas: 
Final Authorization of 

Initiated Changes and 
Incorporation by 
Reference of Hazardous 
Waste Management 
Program; comments due 
by 11-28-08; published 
10-29-08 [FR E8-25589] 

Final Authorization of State- 
initiated Changes and 
Incorporation by 
Reference of State 
Hazardous Waste 
Management Program; 
comments due by 11-28- 
08; published 10-29-08 
[FR E8-25587] 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Television Broadcasting 

Services: 
Fort Wayne, IN; comments 

due by 11-28-08; 
published 10-28-08 [FR 
E8-25724] 

Superior, NE; comments 
due by 11-28-08; 
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published 10-28-08 [FR 
E8-25725] 

Universal Service Contribution 
Methodology, etc.; 
comments due by 11-26-08; 
published 11-12-08 [FR E8- 
26849] 

FEDERAL DEPOSIT 
INSURANCE CORPORATION 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals; 
comments due by 11-24-08; 
published 9-23-08 [FR E8- 
22258] 

Financial Education Programs 
That Include the Provision 
of Bank Products and 
Services; Limited 
Opportunity to Resubmit 
Comment; comments due 
by 11-24-08; published 10- 
24-08 [FR E8-25377] 

Minimum Capital Ratios; 
Capital Adequacy 
Guidelines; Capital 
Maintenance; Capital: 
Treatment of Certain Claims 

on, or Guaranteed by, 
Fannie Mae and Freddie 
Mac; comments due by 
11-26-08; published 10- 
27-08 [FR E8-25555] 

Processing of Deposit 
Accounts in the Event of an 
Insured Depository 
Institution Failure: 
Large-Bank Deposit 

Insurance Determination 
Modernization; Limited 
Opportunity to Resubmit 
Comment; comments due 
by 11-24-08; published 
10-24-08 [FR E8-25376] 

FEDERAL HOUSING 
FINANCE BOARD 
Federal Home Loan Bank 

Boards of Directors: 
Eligibility and Elections; 

comments due by 11-25- 
08; published 9-26-08 [FR 
E8-22659] 

FEDERAL HOUSING 
FINANCING AGENCY 
Federal Home Loan Bank 

Boards of Directors: 
Eligibility and Elections; 

comments due by 11-25- 
08; published 9-26-08 [FR 
E8-22659] 

FEDERAL RESERVE 
SYSTEM 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals; 
comments due by 11-24-08; 
published 9-23-08 [FR E8- 
22258] 

Minimum Capital Ratios; 
Capital Adequacy 
Guidelines; Capital 
Maintenance; Capital: 

Treatment of Certain Claims 
on, or Guaranteed by, 
Fannie Mae and Freddie 
Mac; comments due by 
11-26-08; published 10- 
27-08 [FR E8-25555] 

HEALTH AND HUMAN 
SERVICES DEPARTMENT 
Food and Drug 
Administration 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals; 
comments due by 11-24-08; 
published 10-23-08 [FR E8- 
25338] 

HOMELAND SECURITY 
DEPARTMENT 
Coast Guard 
Consumer Price Index 

Adjustments of Oil Pollution 
Act of 1990 Limits of 
Liability - Vessels and 
Deepwater Ports; comments 
due by 11-24-08; published 
9-24-08 [FR E8-22444] 

Security Zones: 
Port of Mayaguez; PR; 

comments due by 11-24- 
08; published 9-23-08 [FR 
E8-22242] 

Potomac and Anacostia 
Rivers, Washington, DC, 
Arlington et al.; comments 
due by 11-26-08; 
published 10-27-08 [FR 
E8-25435] 

HOMELAND SECURITY 
DEPARTMENT 
Privacy Act of 1974; 

Implementation of 
Exemptions: 
Department of Homeland 

Security General Legal 
Records; comments due 
by 11-24-08; published 
10-23-08 [FR E8-24997] 

Privacy Act; Systems of 
Records; comments due by 
11-28-08; published 10-28- 
08 [FR E8-25612] 

INTERIOR DEPARTMENT 
Fish and Wildlife Service 
Endangered and Threatened 

Wildlife and Plants; 
Designating the Northern 
Rocky Mountain Population 
of Gray Wolf as a Distinct 
Population Segment: 
Removing this Distinct 

Population Segment from 
the Federal List of 
Endangered and 
Threatened Wildlife; 
comments due by 11-28- 
08; published 10-28-08 
[FR E8-25629] 

INTERIOR DEPARTMENT 
Reclamation Bureau 
Public Conduct on Bureau of 

Reclamation Facilities, 

Lands, and Waterbodies; 
comments due by 11-24-08; 
published 9-24-08 [FR E8- 
22423] 

JUSTICE DEPARTMENT 
FBI Records Management 

Division National Name 
Check Program Section 
User Fees; comments due 
by 11-25-08; published 9- 
26-08 [FR E8-22710] 

LIBRARY OF CONGRESS 
Copyright Office, Library of 
Congress 
Fees; Extension of Time to 

File Comments; comments 
due by 11-24-08; published 
10-31-08 [FR E8-26063] 

NUCLEAR REGULATORY 
COMMISSION 
List of Approved Spent Fuel 

Storage Casks; NAC-UMS 
(Revision 5); comments due 
by 11-26-08; published 10- 
27-08 [FR E8-25539] 

SMALL BUSINESS 
ADMINISTRATION 
Debt Collection: 

Clarification of Administrative 
Wage Garnishment 
Regulation and 
Reassignment of Hearing 
Official; comments due by 
11-26-08; published 10- 
27-08 [FR E8-25324] 

TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness Directives: 

Air Tractor, Inc. Models AT 
200, AT 300, AT 400, AT 
500, AT 600, and AT 800 
Series Airplanes; 
comments due by 11-24- 
08; published 10-23-08 
[FR E8-25286] 

Aircraft Industries a.s. (Type 
Certificate G60EU, etc.) 
Model L 23 Super Blanik 
Sailplane; comments due 
by 11-28-08; published 
10-29-08 [FR E8-25661] 

Boeing Model 737-100, et 
al.; comments due by 11- 
24-08; published 10-8-08 
[FR E8-23828] 

Boeing Model 747-100, et 
al.; comments due by 11- 
24-08; published 10-8-08 
[FR E8-23821] 

Boeing Model 747 
Airplanes; comments due 
by 11-24-08; published 
10-8-08 [FR E8-23824] 

Bombardier Model CL 600 
2C10 (Regional Jet Series 
700, 701 & 702) Airplanes 
and Model CL 600 2D24 
(Regional Jet Series 900) 
Airplanes; comments due 

by 11-24-08; published 
10-23-08 [FR E8-25309] 

Meetings: 
Proposed Modification of 

Dallas/Fort Worth, TX 
Class B Airspace Area; 
comments due by 11-26- 
08; published 8-26-08 [FR 
E8-19275] 

Modification of Class D 
Airspace: 
MacDill AFB, FL; comments 

due by 11-28-08; 
published 10-14-08 [FR 
E8-24109] 

Proposed Establishment of 
Special Air Traffic Rule, in 
the Vicinity of Luke AFB, 
AZ; comments due by 11- 
25-08; published 9-26-08 
[FR E8-22568] 

TREASURY DEPARTMENT 
Comptroller of the Currency 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals; 
comments due by 11-24-08; 
published 9-23-08 [FR E8- 
22258] 

Minimum Capital Ratios; 
Capital Adequacy 
Guidelines; Capital 
Maintenance; Capital: 
Treatment of Certain Claims 

on, or Guaranteed by, 
Fannie Mae and Freddie 
Mac; comments due by 
11-26-08; published 10- 
27-08 [FR E8-25555] 

TREASURY DEPARTMENT 
Internal Revenue Service 
Regulations Enabling Elections 

for Certain Transactions 
under Section 336(e); 
comments due by 11-24-08; 
published 8-25-08 [FR E8- 
19603] 

TREASURY DEPARTMENT 
Thrift Supervision Office 
Minimum Capital Ratios; 

Capital Adequacy 
Guidelines; Capital 
Maintenance; Capital: 
Treatment of Certain Claims 

on, or Guaranteed by, 
Fannie Mae and Freddie 
Mac; comments due by 
11-26-08; published 10- 
27-08 [FR E8-25555] 

VETERANS AFFAIRS 
DEPARTMENT 
Presumption of Service 

Connection for Amyotrophic 
Lateral Sclerosis; comments 
due by 11-24-08; published 
9-23-08 [FR E8-21998] 

Vocational Rehabilitation and 
Employment Program; 
Periods of Eligibility; 
comments due by 11-28-08; 
published 12-30-99 [FR E8- 
22726] 

VerDate Aug 31 2005 17:04 Nov 18, 2008 Jkt 217001 PO 00000 Frm 00005 Fmt 4712 Sfmt 4711 E:\FR\FM\19NOCU.LOC 19NOCUm
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 F
E

D
R

E
G

C
U



vi Federal Register / Vol. 73, No. 224 / Wednesday, November 19, 2008 / Reader Aids 

LIST OF PUBLIC LAWS 

This is a continuing list of 
public bills from the current 
session of Congress which 
have become Federal laws. It 
may be used in conjunction 
with ‘‘P L U S’’ (Public Laws 
Update Service) on 202–741– 
6043. This list is also 
available online at http:// 
www.archives.gov/federal- 
register/laws.html. 

The text of laws is not 
published in the Federal 

Register but may be ordered 
in ‘‘slip law’’ (individual 
pamphlet) form from the 
Superintendent of Documents, 
U.S. Government Printing 
Office, Washington, DC 20402 
(phone, 202–512–1808). The 
text will also be made 
available on the Internet from 
GPO Access at http:// 
www.gpoaccess.gov/plaws/ 
index.html. Some laws may 
not yet be available. 

H.R. 6197/P.L. 110–448 
To designate the facility of the 
United States Postal Service 

located at 7095 Highway 57 in 
Counce, Tennessee, as the 
‘‘Pickwick Post Office 
Building’’. (Oct. 22, 2008; 122 
Stat. 5013) 
Last List October 23, 2008 

Public Laws Electronic 
Notification Service 
(PENS) 

PENS is a free electronic mail 
notification service of newly 
enacted public laws. To 
subscribe, go to http:// 

listserv.gsa.gov/archives/ 
publaws-l.html 

Note: This service is strictly 
for E-mail notification of new 
laws. The text of laws is not 
available through this service. 
PENS cannot respond to 
specific inquiries sent to this 
address. 
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